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PROFESSIOMNALISM INTEGRITY ACCOUNTABILITY

March 2, 2022

CUSTOMS MEMORANDUM CIRCULAR
NO. = 41-2022

To: The Assistant Commissioner
All Deputy Commissioners
All Service Directors
All District/Port Collectors
All Others Concerned

SUBJECT: EXTENSION OF THE TRANSITORY PERIOD AND PROVISION
OF INTERIM GUIDELINES FOR THE IMPLEMENTATION OF
FDA CIRCULAR NO. 2020-025 THROUGH THE ISSUANCE OF
FDA CIRCULAR NO. 2021-011-A

Attached is the letter dated February 3, 2022 from Engr. Ana Trinidad F. Rivera,
MSc, Director IV, Center for Cosmetics and Household/Urban Hazardous Substances
Regulation and Research (CCHUHSRR), FDA informing the Bureau that the transitory
period for the full implementation of FDA Circular No. 2020-025, which provides the
guidelines for the licensing and registration of Household/Urban Hazardous Substances
(HUHS) establishments and products, respectively, have been extended until 31
December 2023 by virtue of FDA Circular No. 2021-011-A.

However, unlike the original transitory period, the 2-year extension shall not
apply to the HUHS establishments but shall only be applicable to HUHS product
registration wherein companies are allowed to continue with the manufacture,
importation, exportation, distribution, sale, offer for sale, transfer, promotion,
advertisement, and/or sponsorship of their HUHS products not yet registered with FDA
as long as they manage to secure a License to Operate (LTO) as HUHS establishments. Sl

Accordingly, the HUHS industry must present the following documents to the
BOC, for the purpose of clearing the shipments containing HUHS products:

1. A Valid License to Operate (LTO) as HUHS Distributor-Importer; and

2. A copy of FDA Circular No. 2021-011-A (in lieu of an FDA-issued valid Certificate
of Product Registration)

For information and guidance.

For record purposes, please confirm the disse on of this Circular

throughout your Offices within fifteen (15) days from receip
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Dear COMMISSIONER GUERRERO:
Greetings!

The Food and Drug Administration - Center for Cosmetics and Household/Urban Hazardous
Substances Regulation and Research (FDA - CCHUHSRR) would like to inform you as well as
to respectfully request for your assistance in disseminating to the different divisions/groups/ports
under the Bureau of Customs (BOC) that the transitory period for the full implementation of FDA
Circular No. 2020-025, which provides the guidelines for the licensing and registration of
Household/Urban Hazardous Substances (HUHS) establishments and products, respectively,
have been extended until 31 December 2023 by virtue of FDA Circular No. 2021-011-A.

In summary, FDA Circular No. 2021-011-A, which has been issued on 21 January 2022, extends
the transitory period provided in FDA Circular No. 2020-011 by another two (2) years (01
January 2022 to 31 December 2023). However, unlike the original transitory period, the 2-year
extension shall not apply to the licensing of HUHS establishments but shall only be applicable
to HUHS Product Registration wherein companies are allowed to continue with the manufacture,
importation, exportation, distribution, sale, offer for sale, transfer, promotion, advertisement
and/or sponsorship of their HUHS products not yet registered with FDA as long as they have
managed to secure a License to Operate (LTO) as HUHS establishment.

A;Ggordmgly, for the purpose of importation of HUHS products intended to be placed in the
i(et the HUHS industry has been advised to present the following documents to the BOC for
- thi purpose of clearing their shipments containing HUHS products from Customs:

"1, avalid License to Operate (LTO) as HUHS Distributor-Importer; and

#z2.  a copy of FDA Circular No. 2021-011-A (in lieu of an FDA-issued valid Certificate of
Product Registration)

. Foria more detailed understanding of the interim guidelines during the 2-year transitory period
“extension, you may refer to FDA Circular No. 2021-011-A which can be viewed and downloaded
- via the following link:

: httvs /fwww.fda.gov.ph/wp-content/uploads/2022/01/FDA-Circular-No.2021-01 1 f&tgdf
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Should you have any questions related to the subject of this letter, please do not hesitate to
contact us through cchuhsrr.lrd.huhs@fda.gov.ph.

For your guidance and strict compliance.

Very truly yours,
ENGR. ANA IDAD F. RIVERA, MS¢
Director IV, Center for Cosmetics and Household/Urban Hazardous

Substances Regulation and Research
FHG/CCT/abb

cc: HUHS Establishments / Stakeholders
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SUBJECT : Extension of Transitory Period and Provision of Interim
Guidelines for Product Registration, including thé Labelin
Reguirements, for Household Urban/Hazardous Substances

IL.

III.

RATIONALE

On 24 May 2021, the Food and Drug Administration (FDA) issued FDA Circular No.
2021-011 with subject, Extension of Transitory Period for the Implementation of FDA

_Circular No. 2020-025, “Implementing Guidelines for Administrative Order No.
2019: 0019” wherein the Household/Urban Hazardous Substances (HUHS) industry
. . was/givén until 31 December 2021 to comply with the new licensing and registration
et requxrements for covered HUHS establishments and products, respectively. However,
" as the current transitory period draws to an end, appeals had been made by the HUHS

industry and other concerned stakeholders for the FDA to give them a longer
compliance period within which the covered HUHS establishments can secure the
appropriate marketing authorization for their HUHS products as required by FDA
Circular No. 2020-025.

In view of the foregoing and in consideration of the economic challenges brought
about by the current state of calamity in the country due to COVID-19, the FDA
recognizes the need to extend the current transitory period and assist the HUHS
industry as they comply with the registration requirements of FDA Circular No. 2020-
025.

OBJECTIVES

This Circular aims to:

A. Establish a 2-year transitory period extension for HUHS product registration; and,

B. Establish an interim guideline for product registration as well as product labeling
during the transitory period.

SCOPE

This issuance shall apply to products classified as Categories III and IV of HUHS as
defined in Republic Act No. 9711 and categorized in FDA Circular No. 2020-025,
and the establishments engaged or intending to engage in their manufacture,
importation, exportation, distribution, sale, offer for sale, transfer, promotion,
advertising and/or sponsorship. The covered Categories III and IV HUHS products
shall be those intended for consumer or institutional use only and shall not covered
those intended for industrial use.
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A. Two (2) - Year Transitory Period Extension
The 2-year transitory period extension shall start on 01 January 2022 and end on
31 December 2023.

1V. GUIDELINES

1. License to Operate (LTO)
The 2-year tramsitory period extension shall not apply to the licensing of
HUHS establishments. Hence, effective 01 January 2022, a LTO as HUHS
establishment shall be mandatory for all establishments engaged or intending
to engage in HUHS-related activities.

2. Certificate of Product Registration (CPR)
The 2-year transitory period extension shall apply to the registration of HUHS
products. Hence, from 01 January 2022 to 31 December 2023, HUHS
establishments may continue to distribute their HUHS products without a CPR
from the FDA. However, effective 01 January 2024, a CPR shall be mandatory
for all HUHS products distributed in the market.

Further, the 2-year transitory period extension shall serve as the exhaustion
period within which the HUHS establishments may deplete the remaining
stocks of HUHS products with labels that are not compliant with the labeling
requirements set forth in Annex J of FDA Circular No. 2020-025 including the
GHS label elements. ' S

As such, for the purposes of HUHS product registration, the FDA shall accept
complete, loose artwork of existing labels of all packaging sizes of the
product, as applicable, regardless of compliance to Annex J of FDA Circular
No. 2020-025 as this shall be the basis for the additional conditions that the
HUHS establishment must comply with at the end of the transitory period
upon implementation of the full labeling requirements. Notwithstanding the
acceptance of loose artwork of existing HUHS product labels, all product
claims reflected on said labels shall be substantiated by sufficient
documentation during product registration.

3. Other authorizations including Customs Clearances, Sales and Promo
Permit and Certificate of Free Sale (CFS)

Securing Sales and Promo Permits for products covered by this Circular are
not mandatory, including Customs Clearances as the issuance of the said
permits require a valid CPR. For the purposes of conducting advertising and
sales promotions activities and customs-related concerns, a copy of this
Circular together with a copy of the valid LTO of the HUHS establishment
may be presented to government and non-government entities in lieu of a valid
FDA-issued CPR.

B. Post-Marketing Surveillance (PMS) of HUHS Products
PMS shall be in accordance with FDA Circular No. 2020-025 during and after
the transitory period extension. This does not preclude this Office from issuing
subsequent orders it may deem necessary and appropriate, particularly on
labeling to ensure consumer protection and prevent misleading claims on labeling
and should there be findings of any violation of the company to the existing laws,
rules, and regulations.
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C. Reiteration/Adoption of Other Provisions in FDA Circular No. 2020-025
The Responsibilities of Marketing Authorization Holder (MAH) including all
other clauses or parts stipulated in FDA Circular No. 2020-025 remains valid and
shall be enforced.

D. After the 2-Year Transitory Period Extension

p—

CPR shall be mandatory for all HUHS products distributed in the market.

2. Sales and Promo Permit shall be mandatory for all companies conducting
promotional activities with participating HUHS products.

3. Labels of HUHS products shall be fully compliant with Annex J of FDA
Circular No. 2020-025, including the GHS Label Elements.

4. Any requests for exhaustion of remaining stocks of non-compliant labels or

HUHS products with non-compliant labels shall no longer be granted.

N REPEALING CLAUSE

This Circular hereby amends relevant provisions in FDA Circular Nos. 2020-025 and
2021-011.

VI. SEPARABILITY CLAUSE

The provisions of this 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.

VII. EFFECTIVITY

This Circular shall take effect fifteen (15) days following the completion of the
publication in a newspaper of general circulation and filing with the University of the
Philippines Law Center Office of the National Administrative Register.

FRANCISCO/A'. DUQUE III, MD, MSc.
Secretary of Health



