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Republic of the Philippines

Department of Health Y/ /8
FOOD AND DRUG ADMINISTRATION Fuad and Orug Adwinisteation
FDA CIRCULAR 09 SEP 20U
No. 2022-0 07 :
SUBJECT - Guidelines on the Use of the Food and Drug Administration

eServices Portal System for License to Operate (LTO)
Application of Retailers of Medical Devices

| 9 RATIONALE

The Food and Drug Administration (FDA) through Republic Act (RA) No. 9711,
otherwise known as the “Food and Drug Administration Act of 2009 " is mandated to
develop and issue standards and appropriate authorizations that would cover
establishments, facilities, and health products under its jurisdiction.

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 transactions in government services.

This is also in line with the initiatives embodied in Administrative Order (A.O.) No.
2020-0017 of the Department of Health 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
reengineer and streamline FDA’s processes, specifically, on the issuance of License to
Operate (LTO) for FDA regulated establishments including all Retailers of Medical
Devices through a web-based application platform.

On 07 October 2021, the FDA issued FDA Circular (FC) No. 2021-021 entitled,

“Guidelines on the Licensing of Retailers of Medical Devices in the Philippines”. This

issuance seeks to provide technical guidance to Medical Device Retailers with regard

to regulatory compliance in forms of licensing requirements and qualification criteria

of the establishments’ qualified personnel. Such guideline shall be construed as part of
| the eServices Portal procedures which shall be discussed in this FDA Circular.

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
Retailers of Medical Devices.
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II.

III.

IV.

OBJECTIVE

The objective of this Circular is to provide guidelines on the use of the FDA eServices
Portal System for the LTO application of Retailers of Medical Devices.

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

1. Retail stores for medical devices;

2. Clinics that sell products classified as medical devices except those that are
covered by the DOH One Stop Shop Licensing System;

3. Sellers of products classified as medical device through online shopping website
and social media platforms with physical office;

4. TV shopping companies that sell or offer to sell medical device directly to the

general public;

Optical shops;

6. Drug outlets, such as drugstores, and retail outlets for non-prescription drugs
(RONPD) that also sell or offer to sell medical devices.

o

B. Types of LTO application:

1. Initial;
2. Renewal; and
3. Variation

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, FDA Circular
(FC) No. 2021-021 on the Guidelines on the Licensing of Retailers of Medical Devices
in the Philippines, and other applicable laws and regulations.

GENERAL GUIDELINES

The Guidelines on the eServices application for LTO of the establishments enumerated
under Section III.A of this FDA Circular shall be expounded herein. Whereas, the
technical requirements and other guidelines relative to the licensing of establishments
in accordance with their compliance with the FDA regulations shall also be provided
in AO 2020-0017 and FC No. 2021-021.

In addition, qualification requirements for Optometrists relative to licensing of Optical
Shops shall be 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
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responsibility as to their compliance with national and/or international standards of
safety, quality, purity, and efficacy of health products they provide to the consumers
and the general public.

A. 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 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
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 LTO.

3. In filling-out the fields in the eApplication form, the applicant shall 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.

4. 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.

In the event that the company wishes to change the declared e-mail address
during the initial application, the applicant may send a request addressed to the
FDA — Food and Drug Action Center at fdac.pacd@fda.gov.ph.

The Company Authorized Officer or Qualified Personnel shall comply with the
regulatory and technical requirements of the FDA.

a. The Authorized Person refers to the owner, President, Chief Executive
Officers (CEO) 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. The Qualified Person may also be the duly
Authorized Person of the establishment.

5. Variation and renewal applications shall be applied separately. If the retailer of
medical devices is due for renewal, but is expected to apply for changes in
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information that need to be reflected in the system or registry, then a renewal
application shall first be submitted and approved by the FDA prior to the
application for variation.

The clients shall be informed that the LTO to be issued upon renewal shall
reflect the previous information and the updating shall be done through filing of
a separate variation. In addition, the clients cannot apply for a renewal of
application if not within three (3) months prior to the validity date of the LTO.

6. For any variation, the establishment shall be required to file for a new
notification.

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

0Old: 300000XXXXXX

New: CDRRHR-(Region)-(Activity)- (Sequence Number)

8. 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.

9. 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 shall confirm to the correctness of information
provided and data privacy terms.

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

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

12. The status of the application can be monitored at eServices website by validating
through the reference code to be sent to the registered e-mail address used for
the application.

(The step-by-step procedures in the eServices Portal for the LTO application of
Retailers of Medical Devices are attached as Annexes in this issuance)

B. Qualified Person for Retailers of Ophthalmic Lenses and Similar Devices

1. Optical Shop shall have one (1) Optometrist based on RA 8050 otherwise known
as the “Revised Optometry Law of 1995 and one (1) Qualified Person pursuant
to AO 2020-0017 per branch/establishment. In the event that the establishment
during its application with the FDA registered the same Optometrist and
Qualified Person, then it shall be understood that the same person shall act on
both roles as defined by this issuance.

2. The Optometrist and Qualified Person per branch/establishment shall always be
available during operating hours. They may operate or work in more than one

Page 4 of 11




(1) optical shop/clinic provided that their schedules shall not overlap with
respective operating hours of other branches/establishments.

3. Section V.B.2 of FC No. 2021-021 is hereby amended to read as follows:
For Optical Shop that retail ophthalmic lenses, prisms, contact lenses, and their
accessories and solutions, low vision aids, and similar appliances and devices,
wherein dispensing is governed by RA 8050 otherwise known as the “Revised
Optometry Law of 19957, there shall be one (1) Qualified Person per
branch/establishment. The Qualified Person can be a registered professional or
graduate of allied health course including but not limited to Optometry, Doctor
of Medicine, Pharmacy or other courses relevant to the medical devices being
handled.
VI. SPECIFIC GUIDELINES
A. 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;

. Global Positioning System (GPS) Coordinates; and

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

b. 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.

iii. 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.

c. Payment of Fees based on the latest FDA issuance

d. 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.
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e. For Trader, latest audited Financial Statement with Balance Sheet (in
pdf) shall be submitted. This is to verify the capitalization of
establishment to their corresponding application fee.

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 Proof of business address reflecting the new

e Physical transfer of the office of the | office location:

establishment 1. For Single Proprietorship:
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 Articles 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. Ifthe establishment address is different
from the address indicated in the SEC
registration, provide LGU/Mayor’s
Permit or Barangay Business
Permit/Clearance reflecting the new
office location

Transfer/addition of Warehouse Mayor’s Permit or Barangay Business
e Physical transfer and addition of Permit/Clearance reflecting the new
warehouse of the establishment warehouse location

Page 6 of 11



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;
Memorandum of Agreement; or

c. 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

Business name registration reflecting the
new business name

the establishment
Zonal Change in Address 1. Certificate of Zonal Change
e Change of the name/number of the 2. Certification from Local Government
street/building without physical Unit (LGU) (City/Municipality) stating
transfer of the establishment no physical transfer of the establishment
Change of Qualified Person 1. Name of the new Qualified Person
e Change in the identified qualified 2. Valid Professional Regulation

person initially registered with the
FDA

Commission (PRC) ID

3. Signed Letter of Resignation duly noted
by the former employer, if previously
connected with another
pharmacy/establishment

Change of Authorized Person
e Change of authorized person initially
registered with the FDA

—_

Name of the new Authorized Person
2. Valid Government ID
3. Updated contact details

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

B. Qualification and Credential Requirements of the Qualified Person

Qualification

Training Requirements

Registered professionals or graduates in the
field of allied health profession including but
not limited to the following;:
e Nurse
Dentist
Pharmacist
Optometrist
Medical Technologist
Radiologic Technologist
Medical Doctor
Physical Therapist
Computer Science Graduate
Chemist
Engineering Professions, to include
but not limited to the following:

a. PRC ID for professions with
Board/Licensure Exam or Diploma
for professions without

Board/Licensure Exam

b. Certificate of Attendance to seminars,
trainings, learning and development
activities on medical device safety,
quality and use given by the academe,
industry, organization, professional

organization, National Regulatory
Authorities, international
organization (World Health
Organization, International
Organization for Standardization,

among others)
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- Electronic Engineer

- Electrical Engineer

- Mechanical Engineer

- Chemical Engineer

- Computer Engineer

- Manufacturing Engineer
- Sanitary Engineer

- Environmental Engineer

Other allied science courses relevant
to the device to be distributed and
imported.

C. Pre-assessment

1. AnFDA evaluator/assessor shall conduct a pre-assessment on the submitted
application and documentary requirements with regards to their
completeness and correctness. Applications with incomplete or incorrect
data entries and document submissions shall not be accepted and the
application shall automatically be aborted.

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

3. 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.

D. Payment of Fees

1. The payment of the total application fee as indicated in the Order of Payment
(OP) shall be done in any of these payment channels:

a. Landbank Over-the-Counter payment using the FDA Clearing
Account Number based on FDA Memorandum Circular No. 2013-
046 through this link, Attps://bit.ly/36 ChH4X

Please input the following information on the Oncoll Payment

Slip:

1. Account Number (for FDA Devices Clearing Account) —
0392-2220-30

il Reference No. 1 — Account Code (reflected in the Order of
Payment)

1il. Reference No. 2 — Company Name
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iv. Merchant Name — Food and Drug Administration

b. BANCNET online (hitps.//bit.ly/3uB8PEL)

¢. LBP Online Payment Link.Biz Portal based on FDA Advisory No.
2021-0246 (https://bit.ly/3DmdPRy)

The clients shall 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 shall 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) shall send a transaction report to FDA which usually
takes a minimum of two (2) days. Upon receipt of the report, the Cashier
Section shall check the details and post 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 shall be aborted.

. Applicants shall receive a system-generated message through the registered

e-mail address on the status of the payment made once posted or need further
settlement. If full payment is made, the e-mail shall contain
Acknowledgment Receipt, otherwise, a notification on payment deficiency.

E. 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.

F. Disapproval of Application

1.

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

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.

G. Release of LTO

i

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 establishment 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 establishment.

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.

VII. SEPARABILITY CLAUSE

The provisions of this FDA Circular are hereby declared separable and in the event of
any such provision/s is/are declared invalid or unenforceable, the validity of
enforceability of the remaining portions or provisions which are not affected, shall
remain in full force and in effect.

VIII. REPEALING CLAUSE

FDA Advisory No. 2021-2634 entitled, “Pilot Implementation of Food and Drug
Administration eServices Portal System for License to Operate Application of
Retailers of Medical Devices within the National Capital Region”, FC No. 2021-021
(V.B.2), and other issuances, rules, and regulations on the LTO applications of
Retailers of Medical Devices through the eServices Portal System which are found to
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be inconsistent with the provisions of this FDA Circular are hereby repealed
accordingly.

IX. EFFECTIVITY

This FDA Circular shall take effect fifteen (15) days following its publication in a
newspaper of general circulation and upon filing with the University of the Philippines
— Office of the National Administrative Register (UP-ONAR). The provisions
stipulated in this FDA Circular shall remain in effect unless otherwise revoked or
repealed.

-

DR MU . ZACATE
Director&eneral
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ANNEX A

Procedure for the Use of the FDA eServices Portal System for License to Operate (LTO)
Application of Medical Device Retailers (INITIAL)

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

MISSION

To guarantes the sately, quality, purity, efticacy of products in order ta
pratect and pramate the right ta health of the general public,

VISION

The Fpad and Divg Administration 1o be an intermationally recognled
conter of excelience in health praduct regulation by 2026,

2. Click the License to Operate for Device and the type of health product (Medical
Device) and Business Establishment (Retailer).
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Applications
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3. Click the Initial Appllcatlon

veave | dppleatans | Vewoen b Spasate | Geven | Wesdeal | Belaies

Medlical Deviee Retailer

g R e ) oy Baelig | £80s8 a \paiule Aty Rl ¢ hega ML 10 B Desies b Upeiale

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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Medieal Deviee Retailer Initial
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5. Fill out the necessary information accurately based on establishment’s activity/ies.
Make sure to properly tick the corresponding activity/ies before proceeding onto
the next step.
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When ticking this
particular activity,
make sure to include
all the website/social
media platform links
of your business.

Kindly indicate the
location of the vending
machine. If the
establishment has two or
more vending machines,
they may opt to apply for
a separate LTO.

6. Indicate the Medical Device Product Line and its description. If there are two or
more product lines, click on the “Add Product Line”.
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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.
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8. Click the “Get GPS Coordinates” to determine the exact location of the Office
Address. Pin accurately the location on the map.
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9. The declared store room 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 store room addresses provided, it shall indicate in the
application with respective GPS coordinates generated on the Geo-Coding Map.
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10. The declared name of the Authorized Officer is understood to be the one transacting
with the FDA and shall only have the authority to transact on behalf of the
establishment (i.e., follow-ups, received result, etc.).
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11. Fill out the details of the Qualified Personnel.
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12. Upload the necessary documents.
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13. The applicant may review all the details of the applications in the “Self-Assessment
Review”.
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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.
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| aansent ta the use of any persanal infarmatian pravided herein fer Gavernment ta eanduat the necessary recards eheek and
verifioation of tacts in sennestion with my applieatien.
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ANNEX B

Procedure for the Use of the FDA eServices Portal System for License to Operate (LTO)
Application of Medical Device Retailers (RENEWAL)

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

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

tna

MISSION

To guarantee the satety, quality, purity, efticacy of products in order to
pratect and pramate the right ta health of the general public.

VISION

The Foad and Drug Admvinistration to be an internationally recagnized
center of excellence in health product regalation by 2026

Click the License to Operate for Device and the type of health product (Medical
Device) and Business Establishment (Retailer).
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3. Click the Renewal Application.
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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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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.
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Medical Deviee Retailer Renewal
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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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ANNEX C

Procedure for the Use of the FDA eServices Portal System for License to Operate (LTO)
Application of Medical Device Retailers (VARIATION)

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

Houre

AUTHORIZATION

MISSION

To guarantee the safety, quality, purity, efficacy of products In arder to
pratect and pramate the right 1o health of the general public,

VISION

The Food and Diug Administration Lo be an internationally recognized
center of excellence in health prochict regulation by 2024,

2. Click the License to Operate for Device and the type of health product (Medical
Device) and Business Establishment (Retailer).
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3. Click the Variation Application.

Apply ler 4 e Liveneg 1o Gpaale
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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”.

[@ mesentoid]

Mame | Appieaiions | Lisense t Dpaiate | Bavies | Medieal | Relalier | Varaiany

Medical Device Retailer Variations

Beclaration & Underaking

o eaias i bpainta
O conver wamansa
o Mascd Wrmbana

o i ARsarament Hawgw

| hity Guiivaided aliteeils o mmmd\nlm nnlnv Y Bl el aas
Agiee hat Al dala and Rdalvalien dedl In \he 1BGRIRT Wi B SINGF IBTVSINE, [0
Mmﬂ.wmmhmummwmmwhmmmmmwmuﬂw!wmmmumm ¢
Saabie Infermaien

| Iewas desiaied w\aetiohes aid agiees el

HNMNW‘W\IMMWW“WMWWMNMmm(ﬂolm ‘."."
PlRas GRAL GBI G Rt led 1 108 Fald o dlied Reaitn plal b Al ol Vimes i

 The Quallied Peisan, WRan 85d Suing erpRYIMER! In \he saiakishuent | Aa) aRd wil N8l In ARy ey Be sennseted la, |
emplayed by o sngaged win any aines FDAregulaled sa\aplanvents ;

1h The appioyed A0A vaid LGENsE 18 DPaale @il Ba Siaplkyed I A FRRIRGWGL RRES 11 INA BMERIERMEN viike |a iy
CLalan s,

1% Tite BalARIRTIENL Wik CNange e Bianess GRME, ARAH WA RAFA 10 e Fa6e B Biaduely, 1 s Bven Al heie & &
sambiclt, SEME. B eanhisngly BFIBE name regisisied wilh e Fand and Diug Admirmaiauan, o I s FOA (wied ke Wnal
Sl RS & MAmaig, Alesiva, Againsl IN8 Bw cualaima Pubis Medai Pubie pascy o pharwies vaalive of ieisan
Tuiei AR IeguiatERs

¥ TRe plecliehic capy Al 1 Mes, dacumants, of IS Kan sBmitiea 7 ekalen 18 Ink SRRIBRIEN e he wiac| duplcale of
seanned copy o I BAMA AR, By Wmmmmwmm sanlanls, lalue Clpims o mistepesanialien o any ol the date
ihergin wnak Be 8 gieuna far the ol ol ap o i pest=appioval shal Be B geuna el e
Ineluasg e mmmeumlmmﬂlmwmmmnmm
1R8BSl 15 BHICSTS 5f 18 SHIRBIABAI WhBABYRF PASIIDIS,

anww\um auww-pmu-mmnmummwm wwmmmlwm

D oigien 1o e deelaiaien aivd Wdsiakng
 gheagt b o e Bt ek il et L e b b e o mondh e et

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.

Page 3 of 4




tierme § Appiications | Leanss o Opainie | Devies | Medieal | keisiier | VaiRwens

Medieal Daviee Retaller Variations

[ Y rp— lieanas to Oparate
GRS Nmier | Ve huires
© tssnsaa e * Dt af Veely | e ol vy
kel fode | ety B
QO conmaieimaien AN A1 I8 o B 1 T | vty S 1 R0 T vasna C

it b W il (R R LA WA

e |
O wrinnmn [| ] et areha

HCARTEHA
LR

o Ball Aswaaniant Bpsmw

Provide an updated contact information if applicable.

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

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

Once reviewed, the User shall confirm the correctness of the data given and click
on “Confirm” to submit the application.
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ANNEX D
Procedure for Checking of Application Status in the eServices Portal System

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

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

L

AUTHORIZATION

p—— .

MISSION

To guarantee the satety, quatity, purity, etficacy of products in arder o
pratect and promote the right 1o health of the general public,

VISION

The Foad and Deug Administration 1o be an internationally recagnized
venter of excellence in health product regulation by 2026.

2. Click the License to Operate for Device and the type of health product (Medical
Device).
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4. Enter the Reference Number and click on “Submit”.
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5. A verification code will be sent to applicant’s registered e-mail address.

6. Enter the verification code to view the progress.
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