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SUBJECT : Guidelines for the Use of the Food and Drug Administration

(FDA) eServices Portal System for License to Operate (L. TO)
Application of Traders and Distributors including
Wholesalers, Importers, and Exporters of Medical Devices,
Equipment or Devices Used for Treating Sharps,
Pathological and Infectious Waste and Water Treatment
Devices/Systems

L BACKGROUND

Streamlining of License to Operate (LTO) application procedures is one of the key
infrastructures that the Food and Drug Administration (FDA) is undertaking. This is in
line with the initiatives embodied in the Administrative Order (A.O.) No. 2020-0017
of the Department of Health (DOH) entitled, “Revised Guidelines on the Unified
Licensing Requirements and Procedures of the Food and Drug Administration
Repealing Administrative Order No. 2016-0003”. The objective of AO 2020-0017 is
to re-engineer and streamline FDA’s processes, specifically, on the issuance of LTO
through a web-based application platform.

Further, Republic Act (RA) No. 11032, otherwise known as the “Ease of Doing
Business and Efficient Government Service Delivery Act of 2018”, mandates all
government agencies to simplify and expedite documentary requirements and
procedures for business and non-business-related transactions. Such efforts are also
compliant with the provisions of RA 8792 or the “Electronic Commerce Act of 2000”
that promotes the universal use of electronic transaction in the government services.

In this light, the FDA eServices Portal System has been developed to provide a
streamlined online platform for FDA Authorization applications. Through this
Circular, the FDA eServices Portal has also been updated to include LTO applications
of Traders and Distributors including Wholesalers, Importers, and Exporters of
medical devices, equipment or devices used for treating sharps, pathological and
infectious waste, and water treatment devices/systems.

1I. OBJECTIVE

The objective of this Circular is to provide the guidelines on the FDA eServices Portal
System in applying for LTO applications of Traders and Distributors including
Wholesalers, Importers, and Exporters of medical devices, equipment or devices used
for treating sharps, pathological and infectious waste, and water treatment
devices/systems.
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III. SCOPE

This FDA Circular shall cover the following LTO applications:
A. Types of Establishments:

1. Traders; and
2. Distributors (Wholesalers/Importers/Exporters)

B. Types of Health Product:

1. Medical Devices; and
2. Health-related devices;

1. Equipment or Devices used for Treating Sharps, Pathological and
Infectious Waste; and
il. Water Treatment Devices/Systems

C. Types of LTO application:
1. Initial;
2. Renewal; and
3. Variation
IV.  DEFINITION OF TERMS
The terms used in this Circular shall have the same definition as prescribed in RA 9711
and its Implementing Rules and Regulations (IRR), AO No. 2020-0017, and other
applicable laws and regulations.

V. GUIDELINES

A. The General and Specific Guidelines on the application for LTO as indicated
in AO No. 2020-0017 shall be adopted and expounded in this FDA Circular.

By applying for an FDA LTO, the establishment understands and abides by the
rules and regulations set forth by the Agency. The establishment shall have the
ultimate responsibility as to their compliance to national and/or international
standards of safety, quality, purity, and efficacy of health products they provide
to the consumers and the general public.

B. Application Requirements
Based on AO No. 2020-0017, the requirements that follow must be submitted:
1. Initial Application

a. Accomplished eApplication form with Declaration and Undertaking

1. Location Plan;
Page 2 of 10



ii. Global Positioning System (GPS) Coordinates; and

iii. Name of Qualified Person, depending on the type of health
product establishment

. Proof of Business Name Registration

i. For Single Proprietorship, Certificate of Business Registration
issued by the Department of Trade and Industry (DTI).

ii. For Corporation, Partnership and other Juridical Person, the
Certificate of Registration issued by the Security and Exchange
Commission (SEC) and Articles of Incorporation.

1ii. For Government owned and Controlled Corporation, the law
creating the establishment, if with original charter, or its
Certificate of Registration issued by the SEC and articles of
Incorporation, if without original charter.

iv. For Cooperatives, proof of Business Name Registration issued
by the Cooperative Development Authority.

Proof of Income (in pdf, 2MB maximum file size) such as the latest
audited Financial Statement with Balance Sheet (in pdf) shall be
submitted. This is to verify the capitalization of the establishment to their
corresponding application fees. For newly established companies that
have no financial statement yet, Statement/Certification of Initial
Capitalization must be submitted.

. Payment of Fees based on the latest FDA issuance

Business Permit (e.g., LGU/Mayor’s Permit, Barangay Business
Clearance/Permit) - if the business establishment address is different
from the business name registration address.

2. Renewal Application

a. Accomplished e-Application Form with Declaration of Undertaking;

and

b. Payment of Fees based on the latest FDA issuance

3. Variation Application

a. Accomplished e-Application Form with Declaration of Undertaking;

b. Documentary requirements depending on the variation of circumstances
of the establishment or the product; and

Type of Variation

Document Requirement

Transfer of Location of Offices

Physical transfer of the office of the
establishment

Proof of business address reflecting the new
office location:
1. For Single Proprietorship:
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Business Permit/Mayor’s Permit or
Barangay Business Permit/Clearance
reflecting the new office location,;

2. For Securities and Exchange
Commission (SEC)-registered
establishments:

a. Amended Atrticles of Incorporation
(if transferred from one
city/municipality/province; or

b. Updated General Information Sheet
(GIS) from SEC (if transferred
within the same
city/municipality/province)

3. If'the establishment address is different
from the address indicated in the SEC
registration, provide LGU/Mayor’s
Permit or Barangay Business
Permit/Clearance reflecting new office
location

Change of Distributor Activity
e Additional/deletion or change in
activity that the distributor is
currently engaged

Contract Agreement showing change in
activity

Transfer/addition of Warehouse
e Physical transfer and addition of
warehouse of the establishment

Mayor’s Permit or Barangay Business
Permit/Clearance reflecting new warehouse
location

Change of Ownership
e Change in ownership of the licensed
establishment

1. Business name registration reflecting
new ownership
2. Any proof on the transfer of ownership
such as any of the following:
a. Deed of sale or assignment or
transfer of rights/ownership;
b. Memorandum of Agreement; or
¢. Notarized Affidavit of the owner,
proprietor, Chairman or Chief
Executive Officer (CEO) of the
establishment validating the transfer

Change of Business Name
e Change only in the business name of
the establishment

Business name registration reflecting new
business name

Zonal Change in Address
e Change of the name/number of the
street/building without physical
transfer of the establishment

1. Certificate of Zonal Change

2. Certification from Local Government
Unit (LGU) (City/Municipality) stating
no physical transfer of the establishment

Change of Qualified Person
¢ Change in the identified qualified
person initially registered with the
FDA

jum—y

. Name of new Qualified Person
2. Valid Professional Regulation
Commission (PRC) ID
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3. Signed Letter of Resignation duly noted
by the former employer, if previously
connected with another

pharmacy/establishment
Change of Authorized Person 1. Name of new Authorized Person
e Change of authorized person initially | 2. Valid Government ID
registered with the FDA 3. Updated contact details

c. Payment of Fees based on the latest FDA issuance.

C. Qualification and Credential Requirements of the Qualified Person

Qualification Training Requirements
For Medical Devices a. PRC ID for professions with
e Registered professional or graduates Board/Licensure Exam or Diploma
in the field of allied health profession: for profession without

Pharmacy, Nursing, Medical
Technology, Dentistry, Radiologic
Technology, Medicine, Physical

Therapy, and other allied science
courses relevant the device to be
distributed

e Engineering profession (includes the
following course but not limited to
EE, ECE, ME, CoE, CHE, SE),

Board/Licensure Exam

. Certificate of Attendance to seminars,

training, learning and development
activities on medical device safety
and quality given by the academe,
industry, organization, professional
organization, National Regulatory
Authorities, international
organization like the WHO and ISO

Computer Science, and Chemistry
For Health-Related Devices
Graduate of engineering courses preferably
chemical, sanitary, civil or mechanical or
other science courses relevant to the device to
be distributed

D. Application Process

1. The application shall be filed online through the eServices Portal website
(eservices.fda.gov.ph). The creation of account and password is no longer a
requirement to obtain access to the eServices Portal.

2. The applicant is expected to read and agree with the “Declaration and
Undertaking” in order to continue with the application. Such conveys a
binding agreement of the applicant company with the FDA to provide
accurate information, affirm primary responsibility over the products, and
comply with all the rules and regulations set forth during and after the
application process. Any false misrepresentation of the information in this
application shall be subjected to administrative and criminal liabilities,
provided by R.A. 9711, which includes, but not limited to suspension,
cancellation, or revocation of the L.TO.
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3.

In filling-up the fields in the eApplication form, the applicant will be assisted
with written warnings/pop-ups/reminders before proceeding to the next step
to ensure accuracy of the information being provided. The establishment
applying for LTO shall ensure that the declared information in the
eApplication form is consistent with the uploaded supporting documents,
i.e., establishment name and owner, establishment’s address, and others.

The declared e-mail address under the Contact Information is unalterable.
Hence, the applicant shall be responsible in making sure that the e-mail
address is within the scope and access of the Authorized Person/s, Qualified
Personnel, and/or owner of the establishment. The FDA shall not be held
liable in any way for loss of access to the declared e-mail address.

The Company Authorized Officer or Qualified Personnel shall have the
responsibility to comply with the regulatory and technical requirements of
the FDA wherein:

a. The Authorized Person refers to the owner, President, Chief
Executive Officers (CEQ) or its equivalent, or any organic or full-
time employee representing the establishment in an authorized or
official capacity; and

b. The Qualified Person refers to an organic or full-time employee of
the establishment who possesses technical competence related to the
establishment’s activities and health products by virtue of his
profession, training, or experience. A Qualified Person has the
responsibility to comply with the technical requirements of FDA or
discuss/clarify matters with the FDA when submitting technical
requirements or engage the FDA Officials when conducting
inspection or post-market surveillance activities. The Qualified
Person may also be the duly Authorized Person of the establishment.

All Traders and Distributors including Wholesalers, Importers, and
Exporters shall submit a notification of sources immediately after the
approval of the LTO.

Variation and renewal applications must be applied separately. If a Medical
Device Establishment is due for renewal, but is expected to apply for
changes in information that need to be reflected in the system or registry,
then a renewal application must first be submitted.

The clients should be informed that the LTO to be issued upon renewal will
reflect the previous information and the updating should be done through
filing of a separate variation. In addition, the clients cannot apply for a
renewal of application if not within ninety (90) days before the expiration
date of the LTO.

For any variation, the establishment is required to file for a new notification.

For applications filed through the FDA eServices Portal System, there shall
be a change in the format of LTO number as such;
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10.

11.

12.

13.

14.

Old: 300000XXXXXX
New: CDRRHR-(Region)-(Activity)- (Sequence Number)

Documents required to be uploaded in the eApplication form shall be in
portable document file (PDF), with no more than 2 megabytes (MB) file
size.

Once the eApplication Form is completed, applicants can review the duly
filled out form in the Self-Assessment Review. By agreeing to the terms and
conditions, the applicant confirms to the correctness of information provided
and data privacy terms.

The Application Summary shall be automatically sent to the applicant’s
registered email address to indicate the successful submission of the
application in the eServices Portal.

Applications filed after the prescribed working/office hours or during
weekends and holidays shall be considered filed on the next working day.

The status of the application can be monitored at eServices website by
validating thru the e-mail address used for the application.

Establishments with existing LTO applications via ePortal may opt to apply
to the eServices Portal for a new fee. The previous payment will be forfeited
as the filed applications are already in-process.

(The step-by-step procedure in the eServices Portal is attached as Annex in this

issuance)

E. Pre-assessment

1.

An FDA evaluator/assessor shall conduct a pre-assessment on the submitted
application and documentary requirements with regards to their
completeness. Applications with incomplete document submissions shall
not be accepted and the application will not proceed to the next step of the
process.

The Pre-assessment of applications shall be done within the prescribed
working days and office hours of the FDA.

The FDA shall inform the applicant through the registered email address of
the result of the pre-assessment. If the application passed the pre-assessment
step, the applicant shall receive the Order of Payment with Reference
Number through email indicating the fees to be paid. However, if the
application did not pass the pre-assessment step, the FDA shall notify the
reason/s for non-acceptance e.g., deficiency/ies found and prompt the
applicant to apply again through the eServices Portal.
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F. Payment of Fees

1.

The payment of the total application fee as indicated in the Order of Payment
(OP) maybe done through Over-the-counter (OTC) payment at FDAC, On-
coll payment at Land Bank of the Philippines (LBP) branches, or online
payment thru Bancnet (including LBP bills payment), based on the existing
FDA issuances. The clients should always indicate the reference number
reflected in the OP when paying through FDA available online payment
channels. Otherwise, when transacting through over-the-counter payment
method, the print-out OP should be endorsed to Cashier Officer for the
processing of payment. Clients will be informed of other available channels
of payment through an FDA issuance.

Once the payment is made, the payment channel -LBP or Bancnet (except
for OTC at FDAC) will send a transaction report to FDA which usually takes
a minimum of two (2) days. Upon receipt of the report, the Cashier Section
checks the details and posts the payment in the eServices Portal if payment
is made in full. Posting of payment may take a maximum of two (2) days,
depending on the volume of paid applications received.

Incomplete payment (amount paid is less than that of OP amount) will not
be posted until the full amount as indicated in OP is settled. As such,
applications with incomplete or unsettled payments will not proceed to the
next step of the process.

Applicants will receive a system-generated message through the registered
email address on the status of the payment made once posted or need further
settlement. If full payment is made, the e-mail will contain Acknowledgment
Receipt, otherwise, a notification on payment deficiency.

G. Approval of Application

1.

The veracity of the application and compliance with all relevant FDA
requirements and standards shall be checked.

The applications with complete documentary requirements and payment,
shall receive an Acknowledgement Receipt from FDA, containing the
employees’ number/code who received the application, reference number,
agency logo, the date and time of application, payment, and the statement of
completeness of the documents submitted. An application is considered filed
once the applicant receives the Acknowledgement Receipt.

If the application is approved, the FDA shall send the LTO to the registered
e-mail address of the applicant. If the application is disapproved, the FDA
shall inform the applicant through its registered e-mail address of the reason
for such action on the application.
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H. Disapproval of Application

1.

For emphasis, the grounds for disapproval of LTO application may be
any of the following, as stated in A.O No. 2020-0017:

a. the documentary requirements submitted show that the establishment
does not meet the required technical requirements and/or appropriate

standards;

b. absence of physical office upon inspection, without permission or
approval from FDA;

c. the applicant made misrepresentations, false entries, withhold relevant
data contrary to the provisions of the law or appropriate standards;

d. the owner has violated any of the terms and conditions of its license; and
e. such other analogous grounds or causes as determined by the FDA.

The disapproval of an application is without prejudice to re-application.
However, disapproval shall mean outright forfeiture of payment.

I. Release of LTO

1.

The applicant shall receive the LTO in their registered e-mail address and
may also be accessed through the FDA eServices Portal.

Upon receipt of the LTO, the establishments shall print the LTO on a
standard A4 size (21 cm x 29.7 cm) paper, on full-colored page and in
portrait orientation. It shall be positioned on the most conspicuous place
within the business establishments.

. A QR Code verifier shall be included in the LTO as basis of legitimacy of

the document.

For Variation, the applied variation shall automatically be reflected on the
LTO. An updated LTO shall be provided to the registered e-mail address of
the applicant.

SEPARABILITY CLAUSE

If any part or term of provision of this Circular shall be declared invalid or
unenforceable, the validity or enforceability of the remaining portion or provision
should not be affected, and this Circular shall be construed as it did not contain the
invalid or unenforceable part, term or provision.
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VII. REPEALING CLAUSE

Issuances, rules and regulations on the LTO applications for Traders, and Distributors
including Wholesalers, Importers, and Exporters of medical devices,
equipment/devices used for treating sharps, pathological and infectious waste, and
water treatment devices/systems found inconsistent with the provisions of this Circular
are hereby amended or repealed accordingly.

VIII. EFFECTIVITY

This Circular shall be effective immediately.

%
ROLAN ENRIQUE D. DOMINGO, MD
Director General

DTN: 20200928104025
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ANNEX A

Procedure for the Use of the FDA eServices Portal for License to Operate (LTO)
Application of Traders and Distributors including Wholesalers, Importers, and Exporters
of Medical Devices

A. APPLICATION FOR INITIAL LTO OF MEDICAL DEVICE DISTRIBUTOR
1.

Access the online portal through eservices.fda.gov.ph and click “Applications”

found on the upper right comer of the eServices landing page.

AUTHORIZATION eSERVICES

PORTAL

‘\._,-I To guarantee the safety, quality. purity. efficacy of products in order to
s 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 the License to Operate for Device and the type of health product (Medical
Device) and Business Establishment (Distributor).

Herma  Apglicetiona

Home [ Applications

Applications

Compassionate Special Permit

Permits granted 1o individuols of insttutions 1o have
gccess Lo investigational or unregistered drug
products

(o irertien peerrriits for heoith extoblishmants

Authorization Permit for Health Products
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Home / Applications / License ta Operate

ticense to Operate

e
%‘\:cﬁx

For establishments that handle drug products

Home | Applications | license to Operote | Dovice

Device

Health Related Device

For establishments that handle Health-Related Device
products

For establishments that handle food products

Homa Applications

Hama | Appiications

Home | Applcatons | License 1o Operate | Madicol device

Medical Device

Distributor
License authorization for establihment that imports
ond exports medical device of procure products from
Jocal estoblishments and distribute 1o other
gstabishment on o wholesole basis.

Check the cutrent stotus of your application

License authorization for establishments thot import
or export raw materlols, active ingradients andfor
finished pvoa:cts for own use and wholesale

) ko other ishments or outets but
=" the ire of such preduct to o
licansed manutacturer
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3. Click the Initial Application.

Homa  Applcationt

Home | Applications | License to Operate | Device / Medical { Distributor

Medical Device Distributor

Initial
Apply for a now License ta Operote

Variations
Renow susting License to Oporate Apply lor chongos in the existing Liconao (o Oporato

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

Home - Applications

Home [ Applications | ticenss to Operate | Medical device | Distributor / initial

Medical Device Distributor Initial

0 " Declaration & Undertaking
|, duly i /s o reps iveft of the %t hereby ity and deck “ondogree‘
@c,-_-—,e-;_)“-'.:-rr:: oh that oll data and & i inod and p in the d i g with ol ether submissions, including
amesndments, are true and correct based on my knowiledge and are based on existing records, legal documents ari avaitable
nformation.
o Product Line L likewise declores, undermokes and agrees that
* L The sud esubhshmenx shall be open during its business hours under the supervision of a Quallﬁed Person (PRC
i or grach in the field of allicd health profession) or authori 1 at all times;
o Establishment information = I The Qualified Person, upon and during employ in the establisk is not and will not in any way be conmected
to, employed by or engaged with any other FDA-regu]ated establishment;
= IiL. The opproved and valld Licenss to Operate sholl be displayed in o ploce in the visible to my
© otfice adaress customers;

. The estabilshmaent will change its business name, and/or brond nome in the case of products, in the avent thet there & a
similar, same, or confusingly similor name registered with the Food and Drug Administration, of if the FDA rules later that such

o Warehouse Addresses name is misleading, offencive, against the low, customs, public merais, public policy or otherwise violative of relevant rules and

reguiations;
° ¥. The electronic copy of the flles, documents, or information submitted in reiation to this application are the exact duplicate or
o Authorized Officer scanned copy of the same and, any prejudicial false cloims or misrepresentation on any of the doata

maIaneogrmrormo pp of opp! ion, or I post-approval shall ba a ground for the appropriate
7 ST Teerseaegod/ o the fifing of the appropriate legal action against me, the owner, its

o Qualified Personnel i ogree 1o the decloration and undernaking

In orow 10 procesd with yous appilcalion, you newd (0 Ggres with the declaration ond undercking

“Start Applicotion

o Documentary Requirements

o Sell-Assessment Review
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5. Fill out the necessary information accurately based on establishment’s activity/ies
(Importer, Exporter, or Wholesaler). Make sure to properly tick the corresponding
activity/ies before proceeding on the next step.

Home / Applications / License to Operats |/ Medical device / Distributor / Initial

Medical Device Distributor Initial

@ _ General Information

crathon fe Undotoring

* Type of Apphcotion il
o Sonoral Informmation * Praduct Typa

= Prirmany Activity
o Product Line
* Diutribsior Activities

@ estobiishment information

© ofrice acaress

©) worehouse addresses
€@ Auwnorizea officer
o Qualified Personnel

©) vocumentary Reauirements

©) setr-assessment review

6. Indicate the Medical Device Product Line and its description. If there are two or more
product lines, click on the “Add Product Line”.

Home / Applicatiors / License w Operate / Device [ Medical / Distdbutor [ initial

Medical Device Distributor Initial

€ oecicration & ndanaking Product line/s

Product Line #1

€D cenaral intorrmarien = Product Type Moose Select -

- Product Description » I

€ rroouct unafs —
[y yerypp—yT—

€D :stabiishment information [

© orfice adaress

€ warenouse adaresces

€ ~utrorizes oricer

© quaitisd Parsonnel

€ cocumentary Requirements

© seit-assessment Review
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7. The e-mail address shall be official and the applicant shall make sure that it is within
the scope and access of the Authorized Representative/s.

Please take note that all the fields marked with asterisks (*) are required to be filled
out.

Home | Applications

Home | Applications [ License to Operate / Medical device [ Distributor [ Initial

Medical Device Distributor Initial

i ) Establishment Information
@ o=cioration & undertaking

* Nome of Estabiishment Name of Establishment

4

o General Information -
Busirwss hawre aholl be w save rors in e SESTUTUCOM parrut Origined Chartes Phecss siwure correcuoems of D declswd

Bumine s hourme 08 (M will De the LomE NOre U e reliscted in he Uoense i Dpenos
* Owner of Establishment Cwnar of Estoblishméent

© Frocuctuine
For BEC/CDA rwgmtiewd euiiskibshi=aria. the norme of the corparaon | couperative it be Loed o The ownes

* Tox Kentification Number Tax [dentification Number
@) estobiisnment information

mall 3

o Office Address L il
Tt crwtiinsauthariwd rpresiotive shol s thal (hey hove ocoe 1 (e Secianed sl oddaes. Thi FO4 shol not be
respmrmilibe o Gatder ity vty s koss of oo 89 e ceeciored ol tddnen

o Warehouse Addresses
Mlecis indcots an 1 dign motle ot

Londiine Number Lomdling Number
0 Authorized Officer Piemus Indicois the ores code ToFowed by Uhe Dine Mt

=0
o Qualified Personne!

o Documentary Requirements

o Selt-Assessment Review

8. Click the “Get GPS Coordinates” to determine the exact location of the Office
Address. Pin accurately the location on the map.

Home / Apptications / Licensw to Operate / Medicul device / Omstributor / Initial
Medical Device Distributor Initial

Office Address

€ vecore ton £ Undiraring
* Raglon Mease Setec -
P2 Y — T ———— -
* Ciny o T Foane Datet -~
© reocrici o
b Om e At B

WOE L e e G TR o1 e SEC /D T CUA pamin. Oltmeswixe e e koo oukiiens must b
1 Bt M v B smn e gr—eerat

Prie chwc
et ovii?y
* O Lot ar ¥
D ottice Addrons } ;
* aPu Longitude s Longitude
) Weiohotns schbmmse

€ ~vnrorison otnear
© auannea persanne

€ vecumantary inquiramants

o il AR LT Bar et




9. The declared warehouse address shall be the same address indicated in the
SEC/DTVCDA permit. Otherwise, the declared address must be consistent with the
one indicated in the business permit.

If there are two or more warehouses provided, it shall indicate in the application with
respective GPS coordinates generated on the Geo-Coding Map.

Home / appfications | License to Operate | Device / Medical / Distributar [ initial

Medical Device Distributor Initial

@ . Warehouse Addresses
Ceclaration & Undertaking

warehouse #1

D ceneralintormation

) rroauctunels

€D roovishment ntarmonon

€D oo agaress

[D worehouss addrousas

* rRegion

* Province

* City or Town

* oot Addrrma

= oW Lentituanie

* BPs Longltude

PFloase Setect -
Fieose Sehmct -
Pl s Gasbact -

Stroot Addhms

The WUCIOTUd WHIHOoU 10 OUMELS SHll L Uike 5o oudra s kichouton 1 Ui SEC/DTHCDA el Oitwie, e Suclared
Grescireya (MU e COMEIont Wi NG 0Ne NI Qled I Uhe Dusknese perri

O Lot it

GFs Longitude

f

Q@ Ul RS Dol dinutes ]

ER AC WOrmhoute Ao

10. The declared name of the Authorized Officer is understood to be the one transacting
with FDA and shall only have the authority to transact on behalf of the establishment
(i.e., follow ups, received result, etc.).

Home / Appiicatons [ License to Operota |/ Medical device / Disuibutor / Imitiail

Medical Device Distributor Initial

© The dectared name of the aut officer Is o be the one
transact on behaif of the estabiishment (i.e. follow-ups, receivea reaun).

@D ovciarauen & undenaking v With FDA and shall only have the authority to

Detalls of Authorized Officer

0 Geaneral Information
€ rrocuctune
€Y estavtsnment information

© ottce address

€ woronoueo addrassos
€ auoitied rerscora
© oocumentary requrements

Q) seif-assessment Review

* Firet Name

il MO

* Las1 Name

- Designation

Qovernment Issued ldentification Document

* typm

= 1w TN MusTitee

iyt pudfin norre On INSL NaTe

UG OWTver 0T Bt Elmpisbetem i e

Firet Nome

M P

Lasr Name

Mase Satect -

adine Taina! -

UM YT TR BT T Tt
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11. Fill out the details of the Qualified Personnel.

Declaration & Undertaking Details of the Qualified Personnel

Personnel Details

g Int U
Cenerelinformation * First Narme First Nome
) Middle Name Middle Name

Product line
* Last Nome Last Name

Establishment Information N i .
* Designation Medical Technologist b
* Profession l Profession '

Government Issued Identification Document

Oftice Address * Type Please Select >
* identification Number
Warehouse Addresses Number
Authorized Officer &+ Add Personnel ]

0 Qualified Personnel

12. Upload the necessary documents.

Homa  Applications

Home [ Applications [ License to Operate / Medica! device / Distributar / Initial

Medical Device Distributor Initial

Documentary Requirements

* Proot of Business Name Prool of Busingss Name Registration B rie Upload

Regjistration

Ceclaration & Undertaking

@ General Information DI Purrmt, SEC with Aricles of paraliani Ship CDA Purri, or § Camtras © [moiz)
Business{Mayor's Permit or Business/Mayor's Permit ar Borangay Clearance B rile Upload
Barangoy Cleorance ) ) . . "
Srod - Please upluad a business/mayar's permiz or borargay clearonce if tre declored sie oddress is dillerart on the proof of busiress
rod¥at, ine) ame registralion docuent

@ Estabishment Information
@ Qffice Address

@ Warehouse Addresses

@ Authorized Clficer

@ Quaified Persorinel

o Documentary Requirements

Q Self-Assessment Review




13. The applicant may review all the details of the applications in the “Self-Assessment
Review”.

Home  Appllcations

Home [ Applications |/ License to Operate { Medicol device [ Distributor / Initial

Medical Device Distributor Initial

° ) Self-Assessment Review
Declarauon & Undertaking

o General Information General Information

* Type of Appiication | wnitics
o Product Line |
* Product Type | Medicol Device
* Primary Activity | Distributor
o Establishment Information o
* Distributor Activities importer
[JExporter
o Office Address Dwhnolesatar

o wWarehouse Addresses
Medical Device Product Line

@) ~uthorizea officer Product tine 1
* Product Type Medical Device ~
©) auatifiea perconne * Procuct Description °

A

o Docurnentary Requirements I

Sell - Azsassmant Roview

14. After the self-assessment review, the applicant shall confirm the correctness of the
data and uploaded documents and click on “Confirm” to submit the application.

&+ Add Product Uine ]

| I'm not a robot F
— CAPTCHA
Frivacy - Tests

[t hereby confirm that all information | have provided are true and correct to the best of my knowledge.

I understand that any errors that | have commited in this online form moy be considered grounds for refusal or cancellation of my
application.

1 consent to the use of any personal information provided herein for Government to conduct the necessary records check and

vetification of facts in connection with my application.
< -

B. APPLICATION FOR INITIAL LTO OF MEDICAL DEVICE TRADER

Proceed as in Step No. 1 to Step No. 14 of Item A (Application for Initial LTO for
Medical Device Distributor). Make sure to click the appropriate type of establishment
under Step No. 2. However, please indicate the Toll Manufacturer details under Step 5 of
the eServices Portal System.
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Fill out the Toll Manufacturer details including the address and contract validity.

Deciaration & Undertaking Toll Manufacturer Details

* Name of Toll Company Name
General Information Manutocturer

* Address Address
@ Product Line

* Contract Validity Contract Validity

e Toll Manufacturer

Cffice Address

Warehouse Addresses

C. APPLICATION FOR RENEWAL LTO OF MEDICAL DEVICE DISTRIBUTOR

1. Access the online portal through eservices.fda.gov.ph and click “Applications”

found on the upper right corer of the eServices landing page.

AUTHORIZATION eSERVICES

PORTAL

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 excelience in health product regulation by 2026.

2. Click the License to Operate for Device and the type of health product (Medical
Device) and Business Establishment (Distributor).
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Home Applicationa

toma | Apphcations

Applications

Certiflcate of Product Registration Compassionate Speclal Permit

sthesrizotion parmits for haolth astoblisharants Autharization Permit for Health Products Permits granted ta individuals or institutions ta have

access 1o Investigational or unvegistersd drug
products

Mome / Applications / Loense 1o Operule

License to Operate

e
%\h:""‘ =

Bottiod Wotor

For establishments that handle bottled warter products

For establishments that handle drug products For estabiishments that handle food products

Homa Applications

Home [ Applications / license to Operate / Device

Device

Health Related Device

For establighments that handle Medical Device products For establishments that handie Health-Related Device

products
e —————
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Home Appilcations

Home [ Applications | Uicense to Operate [ Medicat devics

Medical Device

Check the cument status of your application
ond exports medical device or procure products from
locul estoblishments ond distributs 1o cther
egtobishment on o wholesale basis.

Ucense tor rents that import
OF SXpPOrt raw rTecRerials, active ingredsents arxifor
finlshed procducts for own use and wholesale

istribution ta ather i o outlets but
subcontracts the manufactse of such product to a
licensad manutacturer

Homa  Applications

Home: | applications | Lcense to Operate | Device [ Medicol | Distibator

Medical Device Distributor

Apply for o new License 1o Operate Renew existing License to Operate

Varlations
Apply for changes in the existing License to Operote

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

Application”.
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e == ]

@ wSarvices Portad Horma Applicotions

Hoime | Applications [ Licensa to Operate [ Device / i / Distr !

Medical Device Distributor Renewal

clcl ration & Undertaking

I, duly authorized officer]s of rep /s of the hereby y and ke, ond ogree
@ Licones to Opstats that all data and and p in the with ofi other mnmls.dom including

amendments, are tue axt cormect based on my knowledge ardd are based on ] legaol

infarmation.
@ Caract ivarmnation | ewine declares, undertakes and ogrees that:

- IThesmdcsmblwh:m:mslmllbcopenhmgmhmmshmw!hcmmohmﬁedrm(PRCmgmued
professional or graduates in the field of allied health profession) or auth 1 at all times;

@ Sut-Asswssmant Haviaw s 11 The Qualificd Person, upon and during employ in the establis} is not and will not in any way be connected to,

employed by or engaged with any oth:rFDA-legdaed estabishment;
= HL The approved and volid License to Operate shall be
customners;

isplayed in a s piace in the visibla w my

= IV. The establishment will change its business name, and/or brond nome in the case of products, in the evant that thave ik o
similar, same, or confusingly simiBiar name ragistared with the Food and Drug Administrotion, of If the FDA rules later that such

name is 3 g the law, public morais, publiic policy or ol ruies and
reguiations;

» V.The electronic copy of the Ties, or 1 n to this Y are the exact duplicats or
scanned copy of the same ond, any 3 talsa claims or misrepresentation on any of tha data
thersin shall be a ground for the ppr of X post-approval shall bs a ground for the appropriate

the i oﬂh.lleensooraldlmmeﬂnr\gallh.appropfmhgalocllonagdnﬂmmtowmll

]! ogrew ta the ducloration and uhdertoking

Stont Application

5. Fill out the necessary details such as the valid License Number, its date of validity,
and security code.

The security code is generated by scanning the QR Code found in the document. If
everything is in order, tick the Captcha box and click “Next” to proceed to Contact
Information.

Mo Appliations

Home / Applications / Ucenee 1o Operate [ Device / Medical [ ( /

Medical Device Distributor Renewal

o e o License to Operate

" Ucense Number License Number
€ ucense o operte * Date of Validity bote of validity
- Security Code Security Code
o Centact Information Fisaso For Hxued LTO, anter the Sequence Numbet located at Lhe bottam rght comer of

wcon nthe
the document (e.g. FDA~123450).

o Seff-Assessment Review

RCAPTCHA
vy - Tormy

: D fm not a sobot e

6. Update the contact number if necessary. Click “Next” to proceed to “Self-
Assessment Review”.

7. The applicant may review all the details of the applications in the “Self-Assessment
Review”.
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D. APPLICATION FOR RENEWAL LTO OF MEDICAL DEVICE TRADER

Proceed as in Step No. 1 to Step No. 7 of Item C (Application for Renewal of LTO of

Medical Device Distributor). Make sure to click the appropriate type of establishment
under Step No. 2.

E. APPLICATION FOR VARIATION IN LTO OF MEDICAL DEVICE
DISTRIBUTOR

1. Access the online portal through eservices.fda.gov.ph and click “Applications”

found on the upper right corner of the eServices landing page.

AUTHORIZATION eSERVICES

PORTAL

MISSION

To guarantee the safety, quality, purity, efficacy of products in order to
protect and promote the right to heaith 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 the License to Operate for Device and the type of health product (Medical
Device) and Business Establishment (Distributor).

fiorna | Appilcations

Home [ Applicatons

Applications

Centiticate of Product Registration Compassionate Special Permit

Authorization Permit for Health Products Permits granted to individuals or institutions 10 have

access Lo investigauonal or unregistered drug
products

Page 13 of 16



Home / Applications [ Ucense to Opercle

License to Operate

by 2l
iﬁr_w‘ =

For establishments that handle drug products For establishments that handle food products

Horna * Applications

Home [ Applications / license to Operate | Device

Device

Heaith Related Device
products products

Harma - Appiicationa

Home [ Applications { License to Operote | Medical davice

Medical Device

/s
Application Status &
Check the current status of yol application License outhorization for estabishment thot imports ey e
and exports medicol device of procure products from R e e .
focol establishments and distribute to other e e e St S

edtekighment on o whotesale basis.
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3. Click the Variation application.

@ eServices Portal Homa  Applications

Home | Applications | License to Operate / Davice | Medical / Distributor
Medical Device Distributor
T ————
- ]
-
<D
Ranewal
Apply for a new License 1o Operate Renew existing License 1o Operote apply for changes in the exlsting Leense to Operats

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

Homa  Appilcations

Home | Applications / License to Operate | Device | Medical [ D !

Medical Device Distributor Variations

@ vecioration & undenaking Declaration & Undertaking

|, duly cuthorized officet/s or rep /s of the hereby voh -“und G undertake, and
@ Licensa (o Operata agree that all data and i i and provided in the d wim all other submissions,
including amendments, menueondomreclbosedmnwkwwbdgenndwebosedoneﬂsﬂng records, legal documents ond

ovaiiable iformation.

@ Contoot nloermation | fikewise declares, undertakes and agrees that:

e L Thesaldesmbluhmwlshallbeopmdlmngnshumhmmmﬂadmmpervmm of & Qualified Person (PRC
ks 1 or grach in the ficld of allied health profession) or authorized personmnel at all times;

@""""""‘"‘"“"""— ® I The Qualified Person, upon and during employ in the establist is not and will not in any way be connected to,
employed by or engaged with anry other FDA-regulated establishment;

IIL The appraved and valid License to Operate shall be displayed in @ conspicuous place in the establishment visible 10 my

Zalf-Assesamant Roview

customers;

» V.The will Qe s busi name, and/or brand name in the case of products, in the event that there s a
similar, same, or confusingty simiar name registerad with the Food ond Drug Administration, or if the FDA mlss loter that such
nams is misleading, offensive, against the iaw, customs, public morals, public policy or of ndes
and reguiations;

* V.The electronic copy of the files, documants, or information submittext in relation to thic application are the axact duplicate
or scannad copy of the same and, any discrepancy, prejudicial falge claims or misrepresentation on any of the
dumlhefunshollbsagroundfalhe isapp of application, or if post-approval shall be @ ground for the

goeron S Py g of ondl o g filing of the goorootgla leagal getion oo & ;.

ogres to the declaration and undertaking
Inordar to proceed with yous application, you need to agree with the declaration and undertaking

Hart Appleation
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5. Provide the existing LTO Number, Validity Date, and Security Code (by scanning the
QR code from the given document). Please ensure the correctness of the data given to
proceed with the change in licensing authorization.

Homa - Applicationa

Home / Applications / License to Operate | Device / Medicat | Di I}

Medical Device Distributor Variations

License to Operate

@ pectoration £ undertaking

* Ucense Number Lipense Nurmbes
( o Lconsets Operte * Date of validity Date of Validity
" Sacurity Code Security Codéa

o Contact Information Pasrim s the 8 Corts in L domumes, For prasiounty mesed LICL el (he seguence rusmier kocrmed of the stiom syl
s of e docurnens, (e FOA-T23150),

Minor variations -
o D I'm not a robot e

o Seli-Assessment Review

6. Provide an updated contact information if applicable.

7. Key in the required fields. To upload documents, click the File Upload. Fill out the
necessary variations (ex. Transfer of Location of Offices, Change of Distributor
Activity, additional warchouse, and expansion of office establishments, change of
business name, qualified person, or authorized person).

8. User may review if all details are correct in the “Self-Assessment Review”.

9. Once reviewed, the User shall confirm the correctness of data given and click on
“Confirm” to submit the application.

F. APPLICATION FOR VARIATION IN LTO OF MEDICAL DEVICE TRADER
Proceed as in Step No. 1 to Step No. 9 of Item E (Application for Variation in LTO of

Medical Device Distributor). Make sure to click the appropriate type of establishment
under Step No. 2.
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ANNEX B

Procedure for the Use of the FDA eServices Portal for License to Operate (LTO)
Application of Traders and Distributors including Wholesalers, Importers, and
Exporters of Health-Related Devices such as Equipment or Devices Used for Treating
Sharps, Pathological, and Infectious Waste and Water Treatment Devices/Systems

A. APPLICATION FOR INITIAL LTO FOR WATER TREATMENT
DEVICE/SYSTEM DISTRIBUTOR

1. Access the online portal through eservices.fda.gov.ph and click “Applications”

found on the upper right comner of the eServices landing page.

AUTHORIZATION

eSERVICES

PORTAL

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 the License to Operate for Device and the type of health product (Health-
Related Device — Water Treatment Device/System) and Business Establishment
(Distributor).

Home [ Applications

Applications

License to Operate

Authorization permits for health establishments

Cormnpasslonate Special Permit
Authorization Permt for Health Products

Permits granted to individuals or institutions 1o have

access to investigotional or unregistered drug
products
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Home / Applications / ucenss to Operate

License to Operate

i

v & e

For establishments that bandie drue oroducts

For extablishments thist handle food products

Home | Applicotions | license to Operots | Device

Device

Madical Davice Haalth Related Device
For establishments that handle Medical Device For establishments that handle Health-Related
products Device products

"h-.._‘____-_‘_-_-_-_—_____’,.-'

Hame . Appl

Homa Applcations

Home [ Applications [ License 10 Operate | Device [ Health

Health Related Device

1 ﬁ A W w
bl
. v 4

/wmar Treatment Device/System Devices usad for Sharps, Pathologicol and

infectious Waste

For estublishments that handle water ineatment device/sysiem . . .
For establishments that handle devices used for treating sharps,
pathological, and infectious waste
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Home Applications

Home | Applications { ticense 10 Operate / Device / Heaith /| woter

Water Treatment Device/System Distributor

Application Status
Chedk the current stntus of your applicotion

Licanse i o friaciar writn

Home | Applicotions | Ucense to Operate [ Device / Heaith { Water / Distributor

Water Treatment Device/System Distributor Initial

Apply for a new License to Operate Ronew evisting Licenee to Opecate Apply tor changes in the existing Ucense to Operate

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

Home [/ Applications / License to Operate | Devics |/ Health { water { Distributor / inluol

Water Treatment Device/System Distributor Initial

Deciaration & Undertaking

A\ duly authorized officer/s or repr /s of the ent hereby vol rity and ur and ogree
€ seneral intormation that all dats and Information contained and in the with alt other submissions, Including
amandments, ore rue and correct based on My knowledge and are based on ing lagol and

intormatian
o Product Line/s L fikewise declares, undertokes and agrees that

1 The said cstablishment shal] be open during its business hours under the supervision of a Qualified Person (PRC registeved professional or graduates in
the field of allied health profession) or authorized personnel at all times:

© cstobtisnment information H The Qualified Person, upon and during employment in the establishmeat, is aot snd will not in any way be connected o, employed by or engaged with
any other FDA-regulated establishmen;
° Office Address iiL The approved and valid Licenss to Operate shall ba displayed in o conspicuous place in the sslablizhment visibie 1o My
custoOmares;

iv. The establishment will changs its business name, and/or brand name in the case of products, in the evant that there Is a sirmbar,

o worehouse Addresses sorne, or corfusingly siriar name registered with the Food and Drug Adrinistrotion, or i the FOA rules later thot such narmne is

the low, public morals, public policy or otherwise viokstve of relevant rules and

regulations;
o Authorized Officer V. The slecronic copy of the files, documents, or informration n o this are the eaact dupikcate or
A and, any discrepancy, prejudicial contents, faise claims of misrepresentadon on any of the data

scanned copy of the some
r Sl 8 O proesd (o the of i or it PO shali e 0 ground for the appropriate

o Qualiied Rercoanst [ ogree to the declaration and undertaking

fitar Appleathon

o Dacurmentary Requirsments

Q) serr-assessment review
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5. Fill out the necessary information accurately based on establishment’s activity/ies
(Importer, Exporter, or Wholesaler). Make sure to properly tick the corresponding
activity/ies before proceeding on the next step.

Homa  Applications

Home | Applicatiors | License to Operate / Device / Heaith / water / Distributor / initiol

Water Treatment Device/System Distributor Initial

o Oeclaration & Undertaking General Information

* Type of Application initiet
@ * Product Type Health-Related Device }
* Primary Activity ' D’bsulbutor’ """"" =

o Product Une/s
* Distributor Activities

o Establishrment Information

e Office Address

o Warehouse Addresses
o Authoniea Officer
o Qualified Personnet

o Documentary Requirements

Q Self-Agssessment Review

6. Indicate the Health-Related Device Product Line (Water Treatment
Device/System) and its description. If there are two or more product lines, click
on the “Add Product Line”.

Home /[ applicatiors / Licenss 1o Operats / Device [ Water Dlstributar / nfial

Water Treatment Device/System Distributor Initial

O Product Line/s
Declaration & Undernakng

Product Line #1

€Y senscatntormanon * Product Type Flocue st =

* Product Description x ]

[ o Product Line/s

[Py Y ————

@ ssiaviishment nformation { &+ Add Product line )

© otrice Agareas

€)Y worencuse aaaresses

€D Avtnorized ofnicer

€@ cuattied Personner

© cocumentary Requirements

€ sel-assossment Review
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7. The e-mail address shall be official and the applicant shall make sure that it is
within the scope and access of the Authorized Representative/s.

Please take note that all the fields marked with asterisks (*) are required to be
filled out.

Home  Applicotions

Home | Applicotions / License to Operate / ¢ Water / Distributor / Initiat

Water Treatment Device/System Distributor Initial

o peciarationi&unden aking Establishment Information

* Name of Establishment Name of Establishment

z

o General information =
Business Karme sholl be Lhe 30rme narme in the SEC/DTI/CDA permmit/Original Charter. Pease ensure cotreciness of the declored:

Buxiness Name ga ths wil be (he sume Name (o b reflected in the License Lo Oparate

* Ownirr of Estobinhment Owneer of Estabiishment
€ D Product Line
Fuun EECTCO rogisimiund exssthairhwits e rorw Gf D Corpomtsn/coopaealie st B b o B G
* T identificotion Numbet Ta Idurtication Nurmbaer
o Establishyment information
Contact

* Email Address Email Addrest

0 Oftce Address

Tha it ST s e aTen Sl wrsiee Bk Wiy ese UECess B e e tLiredd werel e tiess The 10 Wi 1148 B Pk

ECT e O STtk I Oy ey or K O G TR 08 e de N wiTa e

o warehouse Addresses * Moblle Number e

Please indicole an 1 digi mobile number

Londiine Number Landiine Number
o Authorized Officer Plecse indicals the arec cous IoHowed by the landine mamber

e
o Qualified Personnel

o Documentary Requirements

Q Self-Assessment Review

8. Click the “Get GPS Coordinates” to determine the exact location of the Office
Address. Pin accurately the location on the map.

Home [ 1 Ucanse o 1 Water 4 Dimtriourar £ i

Water Treatment Device/System Distributor Initial

€ cocirorion & undenaung Ciiicejaddieas
* Ehmgylen P s b -

D oo i ion P | pware sesact =
Sy o T oy Pheehnan Sardan 8 -
L R T T ) | Wiret Aukciress

e 1 sttt 18 b i et i e 3 SR/ U8 1 A b e e i

e e e
P Lo | GRS Lotiude
< @ otnce saorenn & o P ————
) | |

e.- Prove 3 Eatticar

L 2 '

@ - .

o - ~ -
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9. The declared warehouse address shall be the same address indicated in the
SEC/DTI/CDA permit. Otherwise, the declared address must be consistent with
the one indicated in the business permit.

If there are two or more warehouses provided, it shall indicate in the application
with respective GPS coordinates generated on the Geo-Coding Map.

Hirne | Appbiootions

Home [/ Applications / ticense to Operate / Device / waer  / Distributor / Inital
Water Treatment Device/System Distributor Initial

@ Warehouse Addresses
Ceclaration & Unaertcing

warehouse #1

€ c=reroiintormation * Region Please Select -
* Province Flease Select -
Q Froduct Unefs * City or Town Please Setect ~
- Street Address Street Address
@ csrwvisnmentntormatian p
- . - - LT R P P—
aain s treem
o Office Adtress * aPs tatitude oFs Lattude
* GPs Langitude ©PS Longitude
{ @ worenouse aadresses I Py A P |
e

€ ~utronzea oticer [ C M Add Warehouse Address ) ]

e —

o Qustlifiedt Personnel

€ cocumenion pequremants

10. The declared name of the Authorized Officer is understood to be the one
transacting with FDA and shall only have the authority to transact on behalf of the
establishment (i.e., follow ups, received result, etc.)

Home / Applications / License to Operate / s 1 Distbutor / Initial

Water Treatment Device/System Distributor Initial

@ Declaration & Underaking @ The declared name of the officer s to be the one g with FDA and shall onfy have the guthority to
transact on behalt of the establishment (i.e. lollow-ups, receives result).

Details of Authorized Officer
€D cenerat ivtormatian

* Fient Mo Fivnt M

R L

© rroouctune

W MG wficHdle Fec T
€D Estaviishment informartion Lot Name Last Name
* Designation Pleasa Selact -
Lastac L owernar e cola Eroprlatonsiips
© otfice adaress erop e
Goverrrment issued identification Docurment

* Typs Flooss St
D worenouse addresses

MRV MO MU T Ll LR T e
{ @ swrorsaaomenr  E—ca— et |

€D cualitied Personnet

€ vocumentary mequirements

Q) satt-assessment review
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11. Fill out the details of the Qualified Personnel.

@ oecroration & undorntaking Details of the Qualified Personnel

Poarsonnel Details
e General Information

* First Nome First Name

Middle Name Middle Nome
e Product Line

* Last Name Last Name

o Establishment Information

= Designation Medical Technologist

Government Issued Identification Document

o Office Address * Type Please Select
* identification

Number

Number
o Warehouse Addresses

@ Authorized Officer &+ Add Personnel

— =

© cusiitied Personnel

12. Upload the necessary documents.

Water 1 Disvibutor / it

Home | Applications [ License to Operate |

Water Treatment Device/System Distributor Initial

o peciaration B undedSlng Documentary Requirements

B File upioad I

- Conirol Corparation {GOCC)

the declored sie oddress is diflevent on the proot of businest

o Establishment information
© ofrico aguress

o Warehouse Addresses

€ surrorized ofticer

o Qualified Personnel
Documontary Requiremants

0 Sell-Azsntomont Review

* Proof of Business Name *‘ Proof of Business Nama Registration

P S— Regitucton i 0 i o o SRR ok e
Business/Mayor's Permit or | Business/kayor's Permit or Barangay Clec

© Froductuine W D s P o
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13. The applicant may review all the details of the applications in the “Self-
Assessment Review”.

Home / Applications | Licensa to Operota f plate 1 Distnbutor / nitial

Water Treatment Device/System Distributor Initial

) Self-Assessment Review
0 Declaration & Undenoking

o Generol information General Information

* Type of Application nitial
o Product Line

* Product Type Medical Device

* Primary Activity Distributor
@ stovishment information

* Distributor Activities &importer

O exporter

o office Address (OJwnotesater

o Warehouse Addresses
Medical Device Product Line

&) ~uthorized ofticer Ercductilinell

* product Type Medical Device
o Quglitied Personnel * Product Description e
Va
o Documentary Requirements [ e J
[ Q Self-Assessment Review
_--‘-I—_-_-_'—l-'-'-——_

14. After the self-assessment review, the applicant shall confirm the correctness of the
data and uploaded documents and click on “Confirm” to submit the application.

[t hereby confirm that all information L have provided are true and correct to the best of my knowledge.

1 understand that any erross that | have commited in this online form may be considered grounds for refusal or cancellation of my
application.

I consent 1o the use of any personal information provided herein for Government to conduct the necessary records check ond

verification of facts in connection with my appiication.
,.-""_F———__-‘-\
T
\""‘-\-._._‘_,__.—/"l
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B. APPLICATION FOR INITIAL LTO FOR WATER TREATMENT
DEVICE/SYSTEM TRADER

Proceed as in Step No. 1 to Step No. 14 of Item G (Application for Initial LTO for
Water Treatment Device/System Distributor). Make sure to click the appropriate
type of establishment under Step No. 2. However, please indicate the Toll Manufacturer

details under Step S of the eServices Portal System.

Fill out the Toll Manufacturer details including the address and contract validity.

@ oecioration & ndertaking Toll Manufacturer Details
* Name of Toll Company Nome
N flioiiin
& General Information Maonufocturer
" Address Address
O Product L
* Contract validity Contract Validity

O Establishment Infermation “ “

o Toll Manufacturer

Ctiice Address

Warehouse Addresses

C. APPLICATION FOR RENEWAL LTO FOR WATER TREATMENT
DEVICE/SYSTEM DISTRIBUTOR

1. Access the online portal through eservices.fda.gov.ph and click “Applications”

found on the upper right comer of the eServices landing page.

AUTHORIZATION eSERVICEs

PORTAL
/ . (apeROVE
_._i .-1

-

‘
=)

MISSION

To guarantee the safety, quality, purity, efficacy of products inorder 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.

/
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2. Click the License to Operate for Device and the type of health product (Health-

Related Device — Water Treatment Device/System) and Business Establishment
(Distributor).

Homa Appilcationa

Home [ Applications

Applications

Caertificate of Product Registration
Autharization permits for haolth astobiishmants Authorization Permit for Health Products

Compassionate Special Permit

Permits granted to individuals or institutions o have
accesstolr gt orL git drug
products

Home / Appfications / license to Operale

License to Operate

Bottled Watear

For cxtablishments that hundle botthed water products For establishments that handle drug products

For eaahlishments thal handle food products

Home | Applications | ticense to Operate | Device

Device

Medical Device Health Related Davice

Tor establishments that handle Health-Related Device
products

For establishments that handle Medical Device products

Homa  Applications
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Homa  Appicationa

Home | Applications [ Uicense to Operate [ Device | Health

Health Related Device

Devices used for Sharps, Pathological and
Infectious Woste

For establishments that handle devices used for treating sharps,
pathological, and infections waske

Homa | Appitcarians

Home | Applications | License to Oparate [ Device / Health / Water

Health Related Device

Application Stotus

Tat wader wrila

Homa Appilcations

Home | Applications | License to Operate [/ Device [ Heaith / Waoter | Distributor

Water Treatment Device/System Distributor

Apply for a new License to Operae Renew suisting Licensa o Operats Apply for changas in the sBing License 1o Oparale

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

Home | Applications [ License to Operate / Device [  water Distributor | Renewal

Water Treatment Device/System Distributor Renewal

Declcral:on & Undertaking

), duly authorized officer/s or representative/s of the Establishment hareby voluntarily and catagorically declare, undertoke, and agree

e license to Operate that ol data and infermation contained and prove in the v with ali other submissions, inctuding
amendments, are truae and correct basad on My knowledge and are bosed on existing records, kegol documents ond ovoilable
information

o Contact Infarmation |, likewize daclares, undartakes and agrees thot:

» [ The said establishment shall be open during its business hours under the supervision of a Quatified Person (PRC registered
professional or graduates in the field of allied health profession) or authorized personnel at all times:

o Selt-Assessment Review e IL The Qualified Person, upon and during employ in the establish

employed by or engaged with any other FDA-regulated establishment;

n. The approved and valid License to Operate shall be disptayed in a conspicucus place in the establishment visitle to my
customers;

is not and will not in any way be connected 10,

V. The establishment will change its business name, andfor brand name in the case of products, in the avent that there is o
similar, some, or confusingly similar nome registered with the Food ond Drug Administration, or i the FDA rdes later that such
name is misleading, offensive, against the law, custems, public morals, public policy or otherwise violative of relevant rules and

reguiations;

= V. The electronic copy of the files, s, or HON 5L " in ion to this ication ore the exact duplicate of
sconned copy of the same and, any dncrepcmcy pfqud»clal contents, false cloirns or misrepresantation on ony of the datlo
therein shail be a ground for the PpX , or it post-approval shall be a ground for the appropriate

sonclons iIncluding the revocation of the hcense or, andfor the ting of the appropriate isgal oction against me, the owner, s
Tl o o 1he it DT - Erger poceibie: -

{1 agree to the declaration and undertaking
Srart Appication

5. Fill out the necessary details such as the valid License Number, its date of
validity, and security code.

The security code is generated by scanning the QR Code found in the document.
If everything is in order, tick the Captcha box and click “Next” to proceed to
Contact Information.

@ e vicos Poutod Horme  Appiicctions

Home |/ Applications | License to Operate [ Device Water Distributor / Renewal

Water Treatment Device/System Distributor Renewal

o License to Operate
Declaration & Undertaking

= License Number License Number
Q Ucense ta Operate * Date of Validity Dote of Validity
* Security Code Security Code

o Comtact Intormation Pleate vcan thw QR Code i 1w Boturan For previously 53wed LT0, enier the sequence numier kecated ot Ihe BoIom nGhL cosner of
the document {8 g FOA~123450)

o Seit-Assessment Review ™
I:] £m not a robot Y

TeCARTCHA

Bracy - Taema

T S

6. Update the contact number if necessary. Click “Next” to proceed to “Self-
Assessment Review”.

7. The applicant may review all the details of the applications in the “Self-
Assessment Review”.
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D. APPLICATION FOR RENEWAL LTO FOR WATER TREATMENT
DEVICE/SYSTEM TRADER

Proceed as in Step No. 1 to Step No. 7 of Item C (Application for Renewal LTO for

Water Treatment Device/System Distributor). Make sure to click the appropriate
type of product and establishment under Step No. 2.

DEVICE/SYSTEM DISTRIBUTOR

E. APPLICATION FOR VARIATION IN LTO FOR WATER TREATMENT
1.

Access the online portal through eservices.fda.gov.ph and click “Applications”

found on the upper right corner of the eServices landing page.

AUTHORIZATION

eSERVICES

PORTAL

/

==K,

4 MISSION
\ ¥

To guarantee the safety, quality. purity. efficacy of products inorder to
protect and promote the right to heatth of the general public.

IVISION

The Food and Drug Administration to be an internationally recognized

center of excellence in health product regulation by 2026.

2. Click the License to Operate for Device and the type of health product (Health-
Related Device — Water Treatment Device/System) and Business Establishment
(Distributor).

Home [ Applications

Homa  Applieotions

Applications

Autharization parmits tor health estotdishomnents

Authorization Permit for Health Products

Cornpassionate Special Permit

Permits granted to individuais oc institutions 10 have

access to investigational or unregistered drug
products
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Homa | Applications

Home | Applications | license to Operote / Device

Device

alth Related Device

For esablistunents that handhe Healib-Refared Deviee
bty

u

Homa  Appleations

Home [ Applications [ Licensa to Operote | Device [ Health

Health Related Device

" Water Trectrent Davice/Systam Devices used for Sharps, Pathological and
( Infectious Waste
For eatabinshments that handle water treatment
devives/aysters For cstablishments that handle devices used for treating
-,_________‘_—___.—_______, shams, pathological, and infectious waste

Homa  Appileations

Home | Applicatons / Ucense 1o Operate [ Device / Health / water

Health Related Device

Application Status

Chack he curren! stotus of your opplication

Licwnmes tor vrodiey .
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3. Click the Variation application.

Homa' Appileationa

Home | Applicationa | Ucense to Operate | Device /| Heaith [ water | Distributor

Water Treatment Device/System Distributor

Appily for a naw License 10 Operote Renew axdsting Licenss to Operate Apply for changet in e edsling Licenss to Dperats

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

Hama  Applicetions

Home | Applications / License to Operote | Device Water Distributor | Variations

Water Treatment Device/System Distributor Variation

> 3 d
o au eclaration & Undertaking

|, duly outhorized officer/s or pr [s of the iment hereby vol rily and categ deciore, undertake, and
o License 1o Operate agree that all dato ond information contained and provided in the application, together wi!h all other submissions,

including amendments, are true and comrect bosed on my knowledge and are bosed on exieting records, legal documents ond
availabie information.

o Contact Information | likewise declares, undertakes and agrees that:

1 The smd esmbhshment shall be open during its business hours under the supervision of a Qualified Person (PRC
g p i or gradu in the field of allied health profession) or authorized p 1 at all times;

o Minor Variations
II. The Qualificd Person, upon and during employ: in the establish is not and will not in any way be connected to,
employed by or engaged with any other FDA-regulated establishment;

il The approved and valid Licensa to Cparate shall be displayed In a conspicuous piace In the establishment visible to my

@ Salf-Assesament Review

customars;

« V. The witl Qe its i mme.undlmbrmnomehmecmdpvoducu.hlheevemmuzmereha
simitar, same, or conlusing)y simiar name registered with the Food and Drug Adrministration, or If the FDA rules later that such
noma ks mis q, , againet the law, customs, public morals, public palicy or otharwise violotive of relevant rules
and reguiations;

V. The electronic copy of the files, documents, or information submitted in relation to this application are the exact duplicate
of scanned copy of the same ond, any dsaepancy, prejudicial contents, false claims or misrepresentotion on any of the
dota therein shall be a ground for the d

or it di pon—oppraval sholl be a ground for the

(01 ogree to the deciaration and undertaking
inordur Lo proceed with your appication, you newd to agres with the deciarotion and undertaking

Start Appfication
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5. Provide the existing LTO Number, Validity Date, and Security Code (by scanning
the QR code from the given document). Please ensure the correctness of the data
given to proceed with the change in licensing authorization.

Homa Applications

Home | Applications | License to Opercte | Device  We=  Distributor / variations

Water Treatment Device/System Distributor Variation

) ) License to Operate
o Decloration & Undertaking
* License Number License Nunmber
0 HE W Lt - phite of vatdity Dats of vaiidity
* Sacurity Code ! Secusity Code
o Contact Information Plece scan the QR Code in Lha document. For praviouly isusd LTQ, erer the =
comer of thw document {e.g FOA-123458)
. |
o Minor Variations @ |
| D Fm not a robot |
eCAPTCHA |
Privacy - Terns |

o Sell-Assessment Review

6. Provide an updated contact information if applicable.

7. Key in the required fields. To upload documents, click the File Upload. Fill out
the necessary variations (ex. Transfer of Location of Offices, Change of
Distributor Activity, additional warehouse, and expansion of office
establishments, change of business name, qualified person, or authorized person).

8. User may review if all details are correct in the “Self-Assessment Review”.

9. Once reviewed, the User shall confirm the correctness of data given and click on
“Confirm” to submit the application.

F. APPLICATION FOR VARIATION IN LTO FOR WATER TREATMENT
DEVICE/SYSTEM TRADER

Proceed as in Step No. 1 to Step No. 7 of Item E (Application for Variation in LTO

for Water Treatment Device/System Distributor). Make sure to click the
appropriate type of product and establishment under Step No. 2.
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G. APPLICATION FOR INITIAL LTO FOR DISTRIBUTOR OF DEVICES
USED FOR TREATING SHARPS, PATHOLOGICAL, AND INFECTIOUS
WASTE

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

i

Home  Appfkcations

IAUTHORIZAT!ON. eSERVICEs

PORTAL

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 the License to Operate for Device and the type of health product (Health-
Related Devices — Devices Used for Treating Sharps, Pathological, and Infectious
Waste) and Business Establishment (Distributor).

Homa Applications

Home { Applications

Applications

license to Operate Certificate of Product Registration Compassionate Special Permit

Autherization permits {or health establishments Authorization Permit for Health Products Permits granted to individuois of institutions to have
access to Investigational o unregistered drug
products
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Home / Applcodons / ticense to Operate

License to Operate

&‘\"ﬁ«
- *‘x:w-

For establishments that bandle bottled water products For establishments thu handle drug products

/m

For extahtishments Gt handle food producis

Home |/ Applications | license to Opsrate | Device

Device

Medical Device Health Related Device

For establishments that handle Medical Device products For cutablishments thut handle Health-Related Device
products

\_//

Home - Applications

rnome | Applications [ License to Operote | Device [ Health

Heaith Related Device

Davices used for Sharps, Pathological and
Infectious Waste

For establishments that handle devices used for treating sharps,
pathological, and infectious waste

"b\______‘_‘_____-_—_'_’_/

Water Treatment Davice/System

For establoshments that hundle witter restment devicss/nystems
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Home Appiloatians

Home | Applicotions | Lcense to Operate |/ Device / Heatth | water

Health Related Device

Application Status Distributor
Civack the current stotus of yowr application e outhorization foe distibator estobllefrmen License tos rader ants

Homa  Appiications

Home / Applications / Uicense to Operate [/ Device [ Heolth | wux  Distributor

Health-Related Device Distributor

10707

Apply for @ new Licknse to Oparote Rengw existing Licanse to Operate Apply for changes in the existing License to Operate

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

Home  Appleations

Homa / Appilcations / Ucense to Operate / Device [/ Heaith Shares Distributor / Inidol

Health-Related Device Distributor initial

(@ Decloration & Undereking Declaration & Undertaking

L duly /s or /s of the nent hereby and ond agree
o General Information that alt data and and p in the omtached application, together with olf othar eubmiesions, Inchuding
amendments, are trus ond correct based on My knowledge ond ars based on existing records, legal documents ond available
intormation.
o Product Line/s L lkewise decloras, undenakes and agrees that
L The aeid estsbtistonent shalt be open during it business hutrs under ision of s Qualified Porson (PRC regisiered ot graduares in the feld of alliad beaith profession) or
entorized personnc sl el times;

o Establishrment infarmatian

H The Qualificd Person, upon and during employment in the establishment, is not and wiil not in any way be connected o, employed by or cogaged with
aury other FDA-regulsied establishment;

o Office Address Il The opproved and valid ticense to Operats shall be displayed in a conspicucus place In the estoblishment visible o my
CUBIOMers;

. The eatabishment will change its business name, and/or brand name in the case of products, in the event that there is o similar,
same, of confusingly similor name registared with the Food and Drug Administration, or if the FOA rules kater that such name s

© worenouse adaresses
the low, public morals, public policy or otherwise violgtive of relevant rules and

3
reguiations;

° el L. V. The alectronic copy of the files, JOCWMENs, OF INTOrMATION SUXMITTed N rElTicn 10 this QPEACATON Ore the exact duplicate or
scanned copy of the same ond, any d-screpcncy prejudicial contents, talee clalms or misrepresantation on any of the data
lhemlnsbuubec grounalbnhe orit po P shall be o gnmd lor:hooppropnme

© aucifiea personnet
o Documentary Requirements

Q) ser-assessment review
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5. Fill out the necessary information accurately based on establishment’s activity/ies
(Importer, Exporter, or Wholesaler). Make sure to properly tick the corresponding
activity/ies before proceeding on the next step.

Homs' Applicotions

Home |/ Applications } License to Operate / Device / Heaith Shorse Distributor / nitial

Health-Related Device Distributor Initial

o ! ) General Information
Declaration & Undertaking

* Type of Application witial
L st
* Primary Activity Dustributor
o Product tine/s
* Distributor Activities LJimpartar
Clexportm
[whalesaied

° Estoblishment information

= S i)
° Office Address

° Warehouse Addresses
o Authonzed Officer
o Qualified Parsonne!

o Documentary Requirements

Q Self-Assessment Review

6. Indicate the Health-Related Device Product Line (Equipment or Devices Used for
Treating Sharps, Pathological, and Infectious Waste) and its description. If there
are two or more product lines, click on the “Add Product Line”.

Home / Applicotons / License to Operote / Device / sy / Olatributor | nittal

Health-Related Device Distributor Initial

o Product Line/s
Declaration & Underntaking
Product Linwe ##1

€D ceneralntormation * Product Type Plascaen fia ket ~

= Product Description [ = J
@ rroductunsfe ey -
@ :crabishment intarmation [ @ ]

C—==_ 1 =)

© otnce aadress

€Y warencuse adaressex
@ suthorzea ofticer
o Qualified Personnel

€@ cocumentary Requirements

€Q) seit-assossmant Review
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7. The e-mail address shall be official and the applicant shall make sure that it is
within the scope and access of the Authorized Representative/s.

Please take note that all the fields marked with asterisks (*) are required to be
filled out.

Home | Appilcations

Home / Appiications / Licente to Operate / shaa | Diatributor / inltiat

Health-Related Device Distributor (nitial

o ) ) Establishrnent iInformation
Declaration & Undertaking
* M of Esablishment | Nams of Establishment

1 >
Eestras hewtee dholl b U s rirtes i b SECAUTUCDS pare st/ Crigares Chostur Pt srhese ot fs & e dwclered
BuwruT horve o B wil e e s rerme s be relected i e Lcorrse 1o Cperas

o General Information

* Owner of Establishment | Owiner of Establishment 1
© Froductiine
For SECJCDA he ion/ ba veed as
* Tax identificotion Number Tos lgentifcation Numboar
© estobisnment information
Contact Information

Emel Addrnss Email Address

o Office Address

wull airwus. Thee FOA shvall i e Pkl

"o ot [Tl redie s il Wil ¥ s b
g e or Mot 0wy way e e of Booess s e deckored wnol oddres

o Warehouse Addresses * Moblle Number MOLHE NurmDer

Pl Wil ute o 11 clige ks fuTiter

Landine Number Landiion Numtm:
° Authorized Officer Flaaee pulcoie e ore conte lolmed by e Lo Mo i

o Qualified Personnel

o Documentary Requirements

o Self-Assestment Review

8. Click the “Get GPS Coordinates” to determine the exact location of the Office
Address. Pin accurately the location on the map.

....... I Apemcatiome | Lkmmes i Opamts o 1 enatemnaton £ wibie)

Health-Related Device Distributor initial

Office Address

€ vocroration & Unasnoning
v Regon I TE—
F o ie Pemanee Gariama
i o Tereers e Bt 8

T Nidresset ALTIFEHE | Wraet Ackdrase
3

O L e b | ors Latituce
* LI L I L

Trem (e Scamencs cimbeir e n sl 3o Fae marim et e HIC/LIVC DA parenn mtmeras muar e

oy Trusiwen e

P

©0000

9. The declared warehouse address shall be the same address indicated in the
SEC/DTI/CDA permit. Otherwise, the declared address must be consistent with
the one indicated in the business permit.
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If there are two or more warehouses provided, it shall indicate in the application
with respective GPS coordinates generated on the Geo-Coding Map.

1Home / Applcauons / License to Operate | Device Shavn Oistributor [ Initial

Health-Related Device Distributor Initial

Warehouse Addresses
€D ceciaraton & uncenanng

warehouse #1

D carmralniormaton * Region Pipioaly s -
* Province Plaose Sakect 2
o Froauct Una/s * City or Town Phem e s hncf g
* Street Address Street Address
€D esravisnment Infarmanon
i s Rl oo e SR il £ P s S e b (e L LTI ety s, Cnb s s, e Sactisenl
s e A 4 il M fatve #e LIS B e e e
© orico aaanss * OFs Lotitude GFS tattude

- O Lt TS Loryptutie
o | © St 1o |

€D Autnorizea oimicer [ R e —— ]

Q) auonnica reconne

QD oocumentany kaguiramants

Q) serassassmant bviow

10. The declared name of the Authorized Officer is understood to be the one
transacting with FDA and shall only have the authority to transact on behalf of the
establishment (i.c., follow ups, received result, etc.).

lome Appiootions

Home / Applications | License ta Operate / Shargs 1 oistrbutor / initial

Health-Related Device Distributor Initial

@ Doclaration & Undenoking © Tthe declared name of the authorized officer Is understood to be the one transacting with FOA and shall only have the authority to
transact on bahalf of the estabiishment (La. lollow-ups, receives resuit)

Details of Authorized Officer

© cencrotinormation

* First Nome First Name
Py —
© sroaimtine
AARI I AT SAhe iy Spoatyas
@ esrovtsnment intormation " Lost Nome Last Name
* Designaton Fasciie Setet -

Suhoc: e 101 MUIL BrOBaLIOr IS
© crrce agarans L
Government issued Identification Document
‘ Type Flese et -
© worenouse adarsssns
* RV T s P seherdi bt e Pt

T ——

Q) auattied Personnal

€ vocumantory requremants

11. Fill out the details of the Qualified Personnel.
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@ oeciarotion & undertaking Details of the Quadlified Personnel

Personnel Details
o General Information

* First Name First Name
Middie Name Middle Name
e Product Line
* Last Name Last Name
lishment Information
o Establis * Designation Medical Technologist -
- Profession [ Protession ]
e Toill Manutacturer Tl e ——

Government Issued Identification Document

o Office Address = Type Pleose Select -
= identification Number
o Warehouse Addresses Number
o Authorized Officer I &+ Add Personnel |

(Q e

12.  Upload the necessary documents.

Homa' Appiicotons

Home | Appiications |/ License to Operate | s 0 | Distributor | initiot

Health-Related Device Distributor Initial

o & Undent Documentary Requirements
* Proof of Busingss Nome Prood of Busingss Name Begistration

o General Information e DTt Parrni, SEC with Anicies of P i COA Rarm, or { Y
Business/Mayor's Permit or fMayor's Permiz or Wy Ch I BiuouploodJ
Sarangay Clearance N - N — -

© Frocuct e —— * g -

© estoishment nformation
© office adaress

©) worenouse adavesses
€ rurnorized officer

© avotiieapersannet

L.

0 Self-Avtsismant Revaw

Page 23 of 32



13.  The applicant may review all the details of the applications in the “Self-Assessment
Review”.

Mome  Applcotons

Home |/ Applications [ License to Operate | St ‘ Distributor [ initial

Health-Related Device Distributor Initial

o . . Self-Assessment Review
Declaration & undertaking

€ ceneral intormation General Information

* Type of Application niticd
€© Froductune
* Product Typa Medical Device
* Primnary Activity Distributor
@ =stoviishment information
* Distributor Activities Edwrporter
Oexponer
° Offica Address Owhalasakar
o yarehouse Addresses R R
Health-Related Device Product Line

€ ~uthorized officer Eroductitinely

* Product Type Medicol Device

o Qualfied Personnel * Proguct Description S

o Documentary Requirements [ &¢ Add Product Uine ]

14.  After the self-assessment review, the applicant shall confirm the correctness of the
data and uploaded documents and click on “Confirm” to submit the application.

| I'mnota robot

31 hereby confirm that oll information | have provided ate true and correct to the best of my knowledge.

t understand that any errors that | have commited in this online form may be considered grounds lor refusal or concellation of my
application.

I consent to the use of any personal information provided herein for Government to conduct the necessary records chaeck and

verification of facts in connection with my apptication.
| T

Page 24 of 32



APPLICATION FOR INITIAL LTO FOR TRADER OF DEVICES USED FOR

TREATING SHARPS, PATHOLOGICAL AND INFECTIOUS WASTE

Proceed as in Step No. 1 to Step No. 7 of Item G (Application for Initial LTO for
Distributor of Devices Used for Treating Sharps, Pathological and Infectious
Waste). Make sure to click the appropriate type of product and establishment under

Step No. 2.

Fill out the Toll Manufacturer details including the address and contract validity.

Procduct Line
Estabfishment information
Cifice Address
Warehouse Addresses

* Address

* Contract Validity

@ vecioration & uncertaiing Toll Manufacturer Details
= Name of Toll Company Name
Genaral Intormation Monutocturer

Address

Contract validity

APPLICATION FOR RENEWAL OF LTO FOR DISTRIBUTOR OF DEVICES
USED FOR TREATING SHARPS, PATHOLOGICAL AND INFECTIOUS

WASTE

1. Access the online portal through eservices.fda.gov.ph and click “Applications”

found on the upper right corner of the eServices landing page.

AUTHORIZATION

\ @

‘
O ———— .-.

eSERVICES

PORTAL

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.
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1. Click the License to Operate for Device and the type of health product
(Health-Related Device — Devices Used for Treating Sharps, Pathological,
and Infectious Waste) and Business Establishment (Distributor).

Homa | Appilcaticona
Home | Applicotons

Applications

Compassionate Special Permit

ghorization pammits tor haolth estobilishmas

Autherization Permmit for Health Products

Paermite grantad to individuols or institutons o have
occess 1o ir 0 vl o L i drug
products

Home / Applicatons / License to Operate

License to Operate

3’{.&“"’/" i
- - B, %)
e el

For esisblishments that handle drug products For evablisfmens that handle food prodocts

Home: Applicotions |

Heme | Applications | License (o Opsrote | Device

Device

Health Related Device

For catablishments that hunifle Medical Device produces For extublivhments that handle Health-Related Device
pruducts

"-‘_._____‘_‘_‘__—_.____..r-"'
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Homa' Appilcations

Home [ Applications | License to Operate / Device | Health

Health Related Device

Infectious Wasta

For establishments that handle devices used for treating
sharpe, pathalogical, and infectious waste

“-‘___\-—_-_.__F—'__/

@ wiornvices Fortol Homae | Appdcationa

Home |/ Applications | License 1o Operote | Device [ Health /| water

Health Related Device

Application Stotus Distributor

Check the curtent stotus of yous opplicotion Mg uthoraion for distritator ssiotdahmeans Licmreey ot feat wrowdmr et

3. Click the Renewal Application.

@ Services Portol Home  Appiicotions

Home | Appilcotions / License to Operate [ Device | Health  gu,  Distributor

Health-Related Device Distributor

Apply fof a new License to Operate Renew S0Eling License 1o Oparate Apply for changes in the existing License to Operate

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

Horme | Applications [ ticense to Operate / Device / s Distributor /| Renewal

Health-Related Device Distributor Renewal

c@ Declaration & Undertaking
i undertake, asvd agree =

|, cuty i 7] /s of the senent hereby y and

@ Licmnas (0 Ojpernte that aoll dato oand ml‘ormenon eomulnod and providad In the attoched opplbculm rtogether with olt other submissions, including
amendments, are true and correct based on my knowladge and are basad on existing records, legal documents and availatle

Informotion

0 Cartact information |, ikewise declares, underiokes and ogrees that:

« [ The said establishment shalt be open during its business hours under the supervision of a Qualified Person (PRC registered
professional or graduates in the field of allied health profession) or authorized personnel at ali times:

@ Eaif-ARLESEMANIL Rerviiow = I The Qualified Person, upon and during employ in the establish is not and will not in any way be connected to,

employed by or engaged with any other FDA-regulated establishment;

N The approved ond valid Ucense to Opercte shall be displayed in a congpicuous place in the estobfishment visible 10 my
customers;

= V. The establishment will change its business name, and/or brand name in the case of products, in the event that there is o
simikawr, same, or confusingly simiiar name registered with the Food and Drug administration, of i the FDA rules kater that such
name s misleading, offensive, against the kaw, customs, public morals, public policy or otherwise violative of relevant rules and

ragulations;

* V. The electronic copy of the fies, 1nE, or i it n to this 0N aré the exact duplioats of
scanned copy of the sama and, any di Y. yudicis falsa cloims or misrepresentotion on any of the dota
thersin shall be a ground lor the of ion, or If di PP shall be a ground for the appropriate

ons Ir ing the ion of the ticense or, andfor the filing of the uppvopﬂav.e legal action against me, the ownear, s
-

: [[)! agree to the declaration and undertolki

5. Fill out the necessary details such as the valid License Number, its date of
validity, and security code.

The security code is generated by scanning the QR Code found in the document.
If everything is in order, tick the Captcha box and click “Next” to proceed to
Contact Information.

@ eServices Fortol Homa  Applioctions

Home [ Applications / License to Operate / Device |  sum Distributor / Renewal

Health-Related Device Distributor Renewal

@ oecioration s undertoking License to Operate

" License Number License Number
o licenseito Opsiate * Date of Validity Date of validity
~ Security Code Security Code

o Contact Informaton Piese SO the Ot Code i the document. For pravdously issued LTO, enter the SUquence number located al (he battam ngiL cormer of
the docurmunt (v . FDA-123455)

@ seit-assessment review h
] I'm not a robot >

1@CAPTCHA
By - Tomes.

6. Update the contact number if necessary. Click “Next” to proceed to “Self-
Assessment Review”.

7. The applicant may review all the details of the applications in the “Self-
Assessment Review”.
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APPLICATION FOR RENEWAL OF LTO FOR TRADER OF DEVICES
USED FOR TREATING SHARPS, PATHOLOGICAL AND INFECTIOUS
WASTE

Proceed as in Step No. 1 to Step No. 7 of Item I (Application for Renewal LTO for
Distributor of Devices Used for Treating Sharps, Pathological and Infectious
Waste). Make sure to click the appropriate type of product and establishment under
Step No. 2.

APPLICATION FOR VARIATION IN LTO FOR DISTRIBUTOR OF
DEVICES USED FOR TREATING SHARPS, PATHOLOGICAL, AND
INFECTIOUS WASTE

Access the online portal through eservices.fda.gov.ph and click “Applications”

found on the upper right corner of the eServices landing page.

AUTHORIZATION. eSERVICES

PORTAL

MISSION

To guarantee the safety. quality, purity. efficacy of products in order to
protect and promate 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 the License to Operate for Device and the type of health product (Health-
Related Device — Devices Used for Treating Sharps, Pathological, and
Infectious Waste) and Business Establishment (Distributor).

Home [ Applications

Applications

Cempassionate Special Permit

Ucense to Opearate
Authoriration pesmits Tor health estobiishments Authorization Permit for Health Products Permits granted to individuols or institutions to have
access to investigational or unregistered drug
products
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Home | Applications / License to Operote

License to Operate

For esmbiishments that handle food products

Home { Applications / License to Operate | Device

Device

Medical Device

th Related Device

thist Pranielle Health-Related Deviee

Home |/ Appilicotions / License 10 Operate [ Device / Heaith

Health Related Device

ﬁAi"‘ e
= S

"

——
-

Water Treatment Device/System

For establishments that handle water treatment
devices/systems

Devices used for Sharps, Pathologicol and
Infectious Wosts

For establishments that handle devices used for teeating

Homa  Appihoations
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Homa  Appliections

Home | Applications | Ucense 1o Operate [ Device [ Health [ woter

Health Related Device

Application Status

Check the cutrent stotus of your applicobian

License ion for trader ents

Homa | Appiicotions

Home | Applications / License to Operate [ Device [ Heatth ,  w.,.  Distributor

Health-Related Device Distributor

Apply for o new Licensea 1o Operate Renew axsting Ucsnse to Operate Apply ot changss in e sulsting Loanis to Operalo

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

Hexme | Apprications

Home [ Applications / Lcense 1o Opecote | Device [ Medical / Distributor / variations

Health-Related Device Distributor Variation

Declaration & Undertaking
P Dectormion & Undenaking

L duty au fu or fs of the hereby and d ur and
€D ucense tooparcte agree thot all dota and information contained and pr in the % togethar with ol other submissions,
inchxiing omendmenta, are true ond correct based on my knowladge and are bosad on existing records, isgal documents ond
avolilable information.

) contestintormation . and agrees thot
* L The sald esmbllsh.mem shall be open during its business hours under the supervision of a Qualified Person (PRC
g p I or grad in the field of allied health profession) or authorized personnel at all times;
@ reiver variatans * Il The Qualified Person, upon aad during employment in the establisbruent,is not and wil not in any way be

d to, employed by or engaged with any other FDA-regulated establishment;

O Selt- Axssgernent Review « Il The approved and valid Licensa to Operate shail be dispiayed in & placa i the visible 1o my
customens;

* V.The wnent wit ge its bueh name, ondfor beand name in the case of products, In the event that there ls o
sinilar, same, or confusingly similar name registered with the Food and Drug Administration, or i the FDA rules loter that such
nams k& misleading, offensive, agoinst the low, customs, public morals, public policy or i live of rulos
and reguiations;

= V The electronic copy of the fles, or ir n 10 this are the exact dupiicote
armadcopyd’lhasafmmd.m!y i i s faise claims or misreprasantation oh any of the
donao thermin shall e o Qo .1 gl e eapyps L, or # shati be 0 ground for the
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5. Provide the existing LTO Number, Validity Date, and Security Code (by
scanning the QR code from the given document). Please ensure the correctness
of the data given to proceed with the change in licensing authorization.

Homa  Appliootions

Home | Applications [ License 10 Operate [ Device [ Medical [ Distributer / variatons
Health-Related Device Distributor Variation
Ceclargiion & Undertaking License to OperOte
~ License Number Uecense Number
P ictnas i Opsiote - Date of Validity Date of Validity
* Security Code Secwity Code
Cemactinformatian Pleuse scan the QR Code in the document. For pravous'y ssued LTO. erler 1he zeguence rusmber lucoied at the Bottor right
camer ol the documen: (e g FLA~123155)
ninar Vasiations - n
.| Fmnota robot >
o reCAPTCHA
Praacy - Terrs
@ Seif-Assetsment Keview
6. Provide an updated contact information if applicable.

7. Key in the required fields. To upload documents, click the File Upload. Fill
out the necessary variations (ex. Transfer of Location of Offices, Change of
Distributor Activity, additional warehouse, and expansion of office
establishments, change of business name, qualified person, or authorized

person).
8. User may review if all details are correct in the “Self-Assessment Review”.
9. Once reviewed, the User shall confirm the correctness of data given and click

on “Confirm” to submit the application.

APPLICATION FOR VARIATION IN LTO FOR TRADER OF DEVICES
USED FOR TREATING SHARPS, PATHOLOGICAL, AND INFECTIOUS
WASTE

Proceed as in Step No. 1 to Step No. 9 of Item K (Application for Variation in LTO
for Distributor of Devices Used for Treating Sharps, Pathological and Infectious
Waste). Make sure to click the appropriate type of product and establishment under
Step No. 2.
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ANNEX C

PROCEDURE FOR CHECKING OF APPLICATION STATUS IN THE eSERVICES
PORTAL SYSTEM

I. To check the status of the application, click “Application Status”.

@ aServioss Porol Homa | Apclicotons

Home | Apulicotions | Lcerse w Operale | Devies | Muedicol

Medical Device

Application Status

Check the curtent siatus of your applicotion Lcense oulr fow i 5 Licanse for Lroger s

2. Enter the Reference Number and click “Submit”.

Heme | Apolications | License lo Operate [ Device | Medicat | Siatus

Application Status
o Rofarance Numbar @ Veerification Cote Q Application Stotul

0 Enter the referenca number indicaled in yow application.

* Re‘erence Number Rlerarice Nurrbam

g A SLIIOIITG

3. A verification code will be sent to applicant’s registered e-mail address.
4. Enter the verification code to view the progress.



