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Food and Drug Administration
PHILIPPINES

+ Republic of the Philippines
Department of Health V
FOOD AND DRUG ADMINISTRATION

No.20241 589 17 00T 204

TO :  ALL CONCERNED STAKEHOLDERS AND THE GENERAL
PUBLIC

SUBJECT : REITERATION OF SENDING SPECIFIC FDA CONCERNS
TO THE RIGHT EMAIL ADDRESSES

This is to reiterate and update the right route in sending emails to the Food and Drug

Administration (FDA) to ensure the provision of appropriate response or proper action by the
concerned Center/Office in reference to FDA Circular No. 2020-026. Below are the email
addresses for your respective concerns:

Email Address Concerns
fdac@fda.gov.ph e Issuance of User Account for ePortal System
e Issuance of Document Tracking Number (DTN) and
schedule of submission of registration applications for
pharmaceuticals and household urban pesticides and
other authorizations

eReport(@fda.gov.ph ¢ Reporting complaints on establishments, health products
and services under the FDA jurisdiction
info@fda.gov.ph e General inquiries on FDA requirements and processes

e Requests for resource speakers, invitation to meetings
and events

cchuhsrr@fda.gov.ph e Technical inquiries on products, health establishments,

and applications covered by the Center for Cosmetic and

Household Urban Hazardous Substances Regulation and

Research (CCHUHSRR)

cdrr Ird@fda.gov.ph e Technical inquiries on product registration and licensing
of establishment applications covered by the Center for
Drug Regulation and Research (CDRR)
cdrr_prsdd@fda.gov.ph e Technical inquiries on Pharmacovigilance, Post
Marketing Surveillance, Compassionate Special Permit.
and Clinical Trial covered by the Center for Drug
Regulation and Research (CDRR)
cdrrhr.Ird@fda.gov.ph e Technical inquiries on products, health establishments,
and applications covered by the Center for Device
Regulation, Radiation Health, and Research (CDRRHR)
cdrrhr.rrd@fda.gov.ph e Technical Inquiries on the use of radiation devices and
operation of radiation facilities, applications, and
compliances not covered by the CDRRHR Radiation
Regulation Division (RRD) Portal System.
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cfrr@fda.gov.ph e Technical inquiries on products, health establishments,
and applications covered by the Center for Food
Regulation and Research

fdac.permittomail@fda.gov.ph | e Submission of application for permit to mail/handcarry
of health products for non-commercial use

fdac.pacd@fda.gov.ph e Submission of applications for the following;

CCHUHSRR | = Sales Promo Permit (SPP)

= Certificate of Free Sale (CFS)

= Household Urban Pesticides (HUP) Product
Registration

* Bio-efficacy Test Protocol

CDRRHR = SPP

= Application Compliances

» Reapplication of Certificate of Medical Device

CFRR = SEP

Regional * License-to-Operate under One-Stop-Shop (OSS)
Field Office | = Corrective Action and Preventive Action (CAPA)
Submission for Pre and Post Licensing Inspection

fdac.pacd.cdrr@fda.gov.ph e Submission of applications for the following:
CDRR * Drug Product Registration
= SPP

= Certificate of Pharmaceutical Product (COPP)
* Generic Labeling Exemption (GLE)

* CFS

= Reapplication for CPR

fdac.letters@fda.gov.ph e Submission of applications or requests for the following:

CCHUHSRR | = General Letters

= Import Permit

= Local GMP

= Donation

* Toys and Childcare Articles (TCCA) Certificate
of Exemption

* Annex G (HUHS LTO Renewal)

CDRRHR = General Letters

= Certificate of Medical Device Registration
Renewal and Amendment

= Certificate of Medical Device Notification
Renewal (Class A) and Amendment

* Certificate of Medical Device Listing

*CFS

= Donation

* Compassionate Special Permit

= Covid Test Kit

» Water Purification Device/System

® Initial and renewal Local GMP

CFRR * General Letters

* [mport Permit

* Hazard Analysis and Critical Control Points
(HACCP) Application

= Sangkap Pinoy Seal

= Diamond Seal




= Interagency Committee Application

Other = General Letters
Offices * Request for Refund/Transfer of Payment
Regional * License-to-Operate under One-Stop-Shop (OSS)

Field Office | » Corrective Action and Preventive Action (CAPA)
Submission for Pre and Post Licensing Inspection

fdac.letters.cdrr(@fda.gov.ph e Submission of applications or requests for the following:
CDRR » General Letters
* Local Good Manufacturing Practices (Local
GMP)

= Minor Variation-Notification

* Foreign Good Manufacturing Practices (FGMP)

* FGMP Inspection

* FGMP Certificate Reconstruction

= Compliance documents/CAPA Plan for Drug
Manufacturers applying for GMP Certificate

* CPR Revalidation

* CPR Validity Extension

* CPR Reconstruction

* CPR Correction

* Clinical Trial Initial and Amendment Application

* [mport Permit

= Export Permit

* Product Classification

* Import License Initial and Amendment

= Pharmacovigilance Periodic Safety Update
Report (PSUR) / Periodic Benefit Risk
Evaluation Report (PBRER) / Development
Safety Update Report (DSUR) / Suspected
Unexpected Serious Adverse Reaction (SUSAR)

* Foreign Donation

ictmd@fda.gov.ph e Technical inquiries related to FDA online systems such
as ePortal and eServices, including system glitches

e Requests for inclusion, exclusion, and amendment of
entry in the FDA verification portal

Note: Filled-out Verification Portal Request Form is subject to
Center's validation

Emails sent to the wrong path might have delayed response or no action at all.

Furthermore, all concerned are advised to maximize the utilization of various mechanisms
provided to check the status of applications submitted to the FDA:

FDA Kiosk (use the link: https://www.fda.gov.ph/kiosk)
eServices Status Page

ePortal Inbox or Participated Folder

RRD Portal Processed Folder




Amendment of the aforementioned Circular will be provided 1n a separate 1ssuance.

For your information and strict compliance.

R. SAMUEL A. ZACATE
Director General
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