Republic of the Philippines
Department of Health y///

FOOD AND DRUG ADMINISTRATION Food and Drug Administiation

FDA CIRCULAR
No._20620-621 07 AUG 2020

SUBJECT: Guidelines for the Acceptance of Certificate of Safety Evaluation
(CSE) Applications for Radiofrequency Radiation (RFR) Facilities
through the FDA RRD Portal

I INTRODUCTION

With the alignment to the provisions of Republic Act 11032 or the “Ease of Doing
Business (EODB) and Efficient Government Service Delivery Act of 2018”, the FDA
sought to re-engineer its authorization processes to streamline and establish a more
efficient way in government service delivery. As part of these efforts, the FDA through
Department of Health (DOH) Administrative Order (AO) No. 2020-0035 or the “Rules
and Regulations on the Licensing and Registration of Radiation Facilities Involved in
the Use of Radiation Devices and Issuance of Other Related Authorization” adopted a
new authorization process for radiation facilities under its jurisdiction.

Radiofrequency Radiation (RFR) facilities, such as cell sites/mobile phone base
stations, radio, and TV stations, are radiation facilities regulated by the FDA through
Republic Act 9711 or the “FDA Act of 2008”. DOH AO 2020-0035 includes RFR
facilities in the new online authorization process and renames the current RFR
evaluation report to a Certificate of Safety Evaluation (CSE). This will automate and
streamline the issuance of authorizations by adopting online measures readily
accessible to all relevant stakeholders.

II. OBJECTIVES

This Circular aims to provide implementing guidelines to all relevant stakeholders of
the new process in the acceptance of applications of CSE for RFR facilities pursuant to
DOH AO No. 2020-0035.

III. SCOPE AND COVERAGE
This Circular is issued to all RFR facilities and their authorized representatives for
guidance in accessing and utilizing the new online authorization process for radiation
facilities.

IV.  GUIDELINES

a. The FDA shall resume the acceptance of applications for RFR Evaluation Reports,
now the Certificate of Safety Evaluation (CSE).

Civic Drive, Filinvest City, Alabang, Muntinlupa City, Philippines agement [alzEAE]
Trunk Line +63 2 857 1900 Fax +63 2 807 0751 A | F :

TOVRheinland [=]

Website: www.fda.gov.ph Email: info@fda.gov.ph G ooy com

ID 9105073386




V.

VL.

b. All applications shall be accepted, evaluated, and issued through the new FDA
Radiation Regulation Division (RRD) portal at https://rrdportal.fda.gov.ph/ to
streamline the issuance process.

c. For CSE applications, the detailed step-by-step procedure and illustrative guide is
annexed hereto as reference and is made an integral part of this issuance.

d. All processes shall be done in accordance to the general and specific guidelines of
DOH AO No. 2020-0035.

REPEALING CLAUSE
All issuances, or parts thereof, which are inconsistent with the provisions of this
Circular, including FDA Circular No. 2020-006, are hereby repealed, or modified
accordingly.

EFFECTIVITY

This circular shall take effect immediately.

U -
ROLANJ; ,Zmam D. DOMINGO, MD

Director General
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ANNEX A

GUIDELINES FOR THE REGISTRATION OF USER ACCOUNTS FOR RRDPORTAL

Please enter your credentials below

User
Password

English
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Step 1: Go to http://rrdportal.fda.gov.ph/, then click on “Create User Account”.

FDA.~ Request for FDA CDRRHR-RRD User Account

PRIVACY NOTICE

vve value your privacy and we uphoid your rights under the Data Privacy Act of 2012 By voluntarily submitting this form, you are hereby allowing the Food and Drug

Last Name *
cyt et v
faglon®  seect -

eMail Address of the
Austartzed Wi ez atve

ruitiam b S Compary *
Phone Number *
WNobite Number

Comparry Name *

Aegthociamton Trpe £ -
[//\ :
NLOAD THE AUTHORIZATION FORM

FOPCSEIRTR) Company Nama of tne ALtroriZed SUB-OFactor

Click here to download the printable Authorization Letter

Aacrieg 2uthor Tt istier shail De cotatized igned byihe owne: legai
peran aitroszed offize:

o Click here to upload the scanned Authorization Letter

Step 2: Fill in all the required fields for the user account registration, then click “Submit”.




[[COMPANY LETTERHEAD]]

DATE

The Director General

Food and Drug Administration
Civic Drive, Filinvest City
Alabang, Muntintupa City

Dear Director General:

We, (Company Name) with business address at
hereby authorize

(Name of Company Representative) as the registered user’account holder of RRD online authorization

services for (License to Operate LTO, Certificate of Facility Registration CFR,

Clearance for Customs Release CFCR, Certificate of Safety Evaluation CSE) and shall be responsible for
all the applications submitted through the RRD Portal System.

I hereby declare and undertake that all the data and information submitted in connection with this
application, as well as other submissions in the future including variations are true, correct and reflect the
total information available.

(Owner/Legal Person/Authorized Officer)

SUBSCRIBED AND SWORN to before me, this day of 20 at

Notary Public

Doc No.
Page No.
Book No.
Series No.

NOTE: Authorization Letter shall be duly filled up, printed with the letter head of the company, notarized and then
scanned before uploading to the system.




Note: Once your Request for User Account has been approved, the registered Email Address will receive a
confirmation email containing the Username, Password, and the Validity of the User Account.

FDA User Account Request = inbax x

FDA PH
tome «

Dear Carla Ediza,
We would like to inform you that your Request for User Account has been APPROVED. Please see the details below:

User Account Information
Company Name: Doofenshmirtz Evil Incorporated

Username: FDARRD_0021
Password: KubaQo3P3Wqx
Validty: 24 September 2020

You can now Access the FDA rrdPortal at hitp: ‘rrdportal fda. gov.ph
L3
Thank You.

CDRRHR-RRD
Food and Drug Administration, Philippines

P.S. This is an Automated Notification Message. Please do not reply.

4, Reply ®» Forward

Sample email for the Approved Request for User Account

FDA User Account Request = frash

FDA PH 1015 AM (17 minutes ago}
tome ~

Dear Carlo Ediza,

We regret to inform vou that vour Request for User Account for the Doofenshmirtz Evil Incorporated has been DISAPPROVED for the following reason's

Thank You,

CDRRHR-RRD
Food and Drug Administration, Philippines

PS.Thisisan A d Notification Message. Please do mot reply.

&, Reply ®» Forward

Sample email for the Disapproved Request for User Account




ANNEX B

GUIDELINES FOR THE ONLINE APPLICATION OF CERTIFICATE OF SAFETY EVALUATION

Password

English

Lsng wurespace papgrial
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. L o e
m Food and Drug Administration Home
-

. R | Find 4 Proce xr w llal @ Process Information
o B Cases [ Ceruficate of Safety Evaluaton Process. FDA.RRD-CSE
& New Application st FDA-RRD-CSE {Applicaton) Task. (3 Start Appication  Application
3 On Process (0)
47 Draft () Description
o Processed (0)
G, Pending (0)
n. Paused (0)

Category Certificate offiafery Evaluation
Calendar Default Cale
Waorking days. Sun

Debug Mode

Step 2: Select “New Application”, click on “FDA-RRD-CSE {Application)”, and then click “Start Application”.
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Step 3: Read the Terms and Conditions carefully. Tick the checkbox that says “I have read and agree with the above
terms and conditions”, then click “Next”.
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Step 4: Fill in all the required fields for General Information, tick the check box that says “I pledge that the provided
information are true and correct.”, then click “Next”.
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Step 5: Fill in all the required fields the Site Address, tick the check box that says “I pledge that the provided
information are true and correct.”, then click “Next”.

NOTE: For the GPS Latitude and Longitude, click the “Show Map Tool” button and look for the exact location of the
facility by 20oming and dragging into the map. Pin the site location to capture the Longitude and Latitude, then

click “Submit”.
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Details of the Contractor
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Contractor Name *
Contractor Address ™
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Designated RFR Safety Officer
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Middle Name

Application # 986  Title RRD-CSE-9000000009862

Enter the name of the telecommunications company
Enter the name of the contractor
Enter the contractor's address

contact number

LSS niter the contractor’s authorized officer

Enter the contractor’s authorized officer’s contact number

's designated RFR Safety Officer

Enter the middle name of the contractor's c
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Step 6: Fill in all the required fields for the Contractor Details, tick the check box that says “I pledge that the
' provided information are true and correct.” then click “Next”.
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Step 7: For the List of Antenna, select whether you have Link Antenna or not, if yes, fill in all the required fields for
the Link Antenna Specs, tick the checkbox that says “I pledge that the provided information are true and correct.”,

then click “Next”.
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Step 8: Select whether you have Cellular Antenna or not, if yes, fill in all the required fields for the Link Antenna
Specs, tick the checkbox that says “I pledge that the provided information are true and correct.”, then click “Next”.

[ P

™ thepn it scmert * acwscrsen seow

Apmomor @ B The FEDCIEFRTINIINL

Using workspsce rportal

Step 9: Review the list of antenna you entered

click “Next”.

. Click “Previous Step” to correct if there are any corrections, if none,
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4 Previous Step Naxt Step b

NOTE:

Please provide the scanned copy of the following documents:

/7 Floar Plan for Indoor Antenna

* New &
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! Choose File

T I pledge that the provided information are true and correct.
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Step 10: For the documentary requirements, click on the & icon to choose the file you will upload, tick the check box
that says “I pledge that the provided information are true and correct.” then click “Next”.
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Step 11: Check the application summary. Click “Previous Step” to correct if there are any corrections, if none, click
“Next”.
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© New Appiication
3 On Process (0)
2 Draft (1)

w Processed (1)
C Pending (0)
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Application #: 986

 Previous Stef

Assign Task/Event

The next step will be the
decking of the application for

Pre-Assessment

Next Task/Event: Decking

Next User:  Pending

Continue

7 The er is pending until assigned by the Data

Controller for Pre-Ass

Step 12: Check the application summary. Click “Previous Step” to correct if there are any corrections, if none, click

“Next”.

The next step will be the decking of the application for Pre-Assessment. Once it is done, you will receive a
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Step 13: Once the Pre-Assessment is done, you will receive the application on your “On Process” tab. Double click

the application number to open.
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Click this to print the file Landbank OnColl Payment.

Department of Health
Feed And Drug Admisistration
Civic Drive, Filinvest Corporate City, Alabang. Muntinkupa City

ORDER OF PAYMENT

GENERAL INFORMATION

Account Code: RRE-CSE- 9000000009947

Product Center: Center for Device Regulation, Radiation Health,
and Research

Authorization: Certificate of Safety Evaluation

Payable to Account Number: 0392.2220-30

Payable to Account Name: FDA Devices Clearing Account

Dig
Dig
lo_evaluator

Step 14: Download and print the system generated Order of Payment. Pay at the nearest branch of LandBank of
Philippines or at the FDA Cashier. Click “Next Step” to upload proof of payment.

Republic of the Philippines F y
Department of Health
Food And Drug Administration
Civic Drive, Filinvest Corporate City, Alabang. Muntintupa City

8

Pt et [l At

ORDER OF PAYMENT
GENERAL INFORMATION
Account Code: RRD-CSE-9000000009947
Product Center: Center for Device Regulation. Radiation Health,
and Research
Authonzanon: Cemificate of Safety Evaluation
Payable to Account Number: 0392-2220-30
Payable to Account Name: FDA Devices Clearing Account
ESTABLISHMENT INFORMATION
Company: Dfg
Contractor / Sub-contractor: Dfg
Owner: Ito_evaluator
PAXYMENT DETAILS
Application Fee: Php 900.00
Surcharge (if any): Not Applicable
Legal Research Fund (LRF): Not Applicable
Total Amount: Php 900.00

Sample Order of Payment
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Step 15: Upload the Official Receipt, if you paid at the FDA Cashier, or LandBank Oncoll Payment Slip verified by the
bank teller if you paid at any branch of LandBank of the Philippines. Tick the check box that says “I pledge that the
provided information are true and correct.” then click “Submit”.
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Application #; 783
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Mext Task/Everit:  Application Evaluation
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Step 16: After uploading your Receipt/LandBank Oncoll Payment Slip, your application will proceed to the Cashier
for verification of payment and to the Evaluator for further evaluation.
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=] Application Properties

Genersl :r‘fc.rma_non Uploaded Decuments  Generated Documents

Application Title RRD-CSE-3000000007837
Application Number 783
Apphication Status Todo
Application U 9478193415ecdasobb3fced076567303

Create Date 2020-05-27 07:40:50
Last Update 2020-05-27 10:31:03
Application Description

B current Task(s) Properties

Qurrent User ito_ga ito_ga
Task Delegate Date. 2020-05-27 10:31:02
Task init Date null

Process FDA-RRD-CSE

Creator Fname Lname

Task Application Quailty Assurance

You can see the details and updates of your application in the “Processed” tab on the left side of the system.
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Step 17: Once the evaluation of your application is done, you will receive a message in your inbox. Click “On

Process” then double click the application number.
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Application# 934 Title RRD-CSE-9000000009347

Click this to download the file

Step 18: You will see the approved Certificate of Safety Evaluation. You can download and print it in A4 size bond
paper. Then click “Next”.

Regublic of the Phslippines F )
Department of Health LD Aol
Feod And Drug Adminitratien =

Crvic Darve. Fihimvest Corporam City. Alabang. Mustnizps Ciry

CERTIFICATE OF SAFETY EVALUATION

RRD-CSE-9000000009947

L INTRODUCTION
A deskoop radiation safety evaluation s done by the Center for Dwrice Requlation. Radustion
Health, and Reveasch of the Food and Drug Adeunisiration, Department of Health (CDRRHR-FDA-
DOH) o the followmg:
Classification of Facility  : T.V. Broadcast Sttion

Type of Application Proposcd Site

Company : Dig

Centracter : Dig

Coutracter Legal Person

IL LOCATION

Site Name : dipdgfl

Addiress : Dfgdf, Caloocan (Kayhiga /
Deparo), 1420 Mctro Manita-
Caloocam, NCR

Type of Antenna : Outdoor Anicnns

GPS Coordinates : 1S.728813770533979,

120.87158203125001

M. TECHNICAL DATA
Band/ Assigned Frequency, Brand Ciaun, dBi Power, Height, Type of
Service MHx walths meterfs | Installation
Transmit | Recerved
Fomiae- | 34 | & 7] 7] 7] u Acathois
Posint Mousted

IV. CONCLUSION

Band/ Service Belevani Exprsure fsalety Parameter Rafety Value
Jmmits®
Pownt-to-Foant locupational Limit: 10 Mmimum Safe Distance 26,07 meter

1. A perrmeter fence or any must be d to prevent access of the publc
to the antema

2, Only authorized personnel shall be allowed to hate access to the antemna tower. The
radicfrequency source must be tuned off whenever senice personnel are worang in areas where
the power density levels are greater than the exposure Limts stated abote.

3. The anterma must not be actrvated m case of repair or mamtenance work or whenerer service
persomnel need to approach the anterma at less than the specified safe di from the
(Apphicable for Outdoor Cellular Antennas caly)

4. Should there be modifications in the transmission system that could affect the power density
levels in the facility, the CDRRHR must be notified in writing prior to operation of the modified
design.

5. Wanning signs must be placed at strategie locations in the Sacikity:

6. A radiation safety officer who has underpane RF radiation safety seminar most be designated.

7. The contracter/supplier or owner qmst undertake o penerate a radiofreg
radiation mup to identify enough pom where the sccup ] and | exp
limits are located m the facility.

BY AUTHORITY OF THE DIRECTOR-GENERAL:

MARIA CECILIA C. MATIEN2O
Office.in-Charge
Center tor Device Regulatron, Radistion Heslth, snd Research

Sample of the approved Certificate of Safety Evaluation
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Application #: 783

4 Previous Step

Next Task/Event: End of process

Last Employee: Lname, Fname

Finish

Step 19: You will reach the end of the process. Click “Finish” to complete the application.

Note: Be reminded that the completed application will be gone in your “On Process”. You will see it in the
“Processed” tab.




