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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member: PHILIPPINES
If applicable, name of local government involved (Articles 3.2 and 7.2): 

	2.
	Agency responsible: 
ATTY. PAOLO S. TESTON
Director General
Food and Drug Administration
DEPARTMENT OF HEALTH

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [ ], 5.7.1 [ ], 3.2 [ ], 7.2 [ ], Other: 

	4.
	Products covered (HS codes or national tariff lines. ICS numbers may be provided in addition, where applicable): Cosmetic and Household/Urban Hazardous Substances (HUHS) products, specifically those intended for refill

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Guidelines of the Adoption of the Regulatory Sandbox for the Implementation of Regulations for the Licensing of Establishments Engaged in Refilling Activity of Certain Cosmetics and Household/Urban Hazardous Substances (HUHS) Products Amending Administrative Order No. 2024-0008; (36 page(s), in English)
Link to notified document(s) and/or contact details for agency or authority which can provide copies upon request: 
https://members.wto.org/crnattachments/2026/TBT/PHL/26_03857_00_e.pdf
https://www.facebook.com/fdagovph/posts/pfbid02CRPQ7iAa8G34ubrQFmwzEpbJVSyoCzZ7W85nUxQt3bJWkBBseA1d7CJU8nhVPLmql
https://www.fda.gov.ph/draft-for-comments-submission-of-comments-for-the-draft-policy-provisionally-entitled-guidelines-of-the-adoption-of-the-regulatory-sandbox-for-the-implementation-of-regulations-for-the-l/

ATTY. PAOLO S. TESTON
Director General
Food and Drug Administration
DEPARTMENT OF HEALTH
cchuhsrr-policy@fda.gov.ph; BPS@dti.gov.ph

	6.
	Description of content: The proposed issuance aims to provide guidelines for the adoption of a regulatory sandbox approach for the implementation of regulations for the licensing of establishments engaged in the refilling of certain cosmetic and HUHS products amending the DOH Administrative Order No. 2024-0008 entitled "Guidelines on the Licensing of Establishments Engaged in Refilling Activity of Certain Cosmetics and Household/Urban Hazardous Substances (HUHS) Products".

	7.
	Objective and rationale, including the nature of urgent problems where applicable: The DOH Administrative Order (AO) No. 2024-0008 was issued to act as an enabling regulatory policy to promote and enable the mainstreaming of refilling systems for cosmetics and household/urban hazardous substances (HUHS) products, while ensuring public health through standards of safety, efficacy, and quality. However, regulatory impact assessments and corresponding consultations revealed several barriers, such as disproportionate compliance cost for micro, small, and medium enterprises, limits in allowable refilling operations and restrictions on subcontracting and franchising, which may prevent the mainstreaming of refilling systems and could constrain expansion of refilling operations.

While it is recognized that the original guidelines intended to streamline the regulations governing refilling by allowing simplified regulatory obligations of manufacturers, traders and distributors, and ease in regulatory administration and enforcement, the afore-mentioned barriers reveal the need to consider other policy options to ensure the positive benefits of mainstreamed and national-scale refilling activities. It was in this view that alternative regulatory options, including the regulatory sandbox approach, were considered to implement policy changes.

A regulatory sandbox allows participants to pilot-test innovative products or services with regulatory relief or flexibility in a controlled and time-bound environment. It is undertaken with a view of developing evidence to support the appropriate regulatory design for new technologies. Locally, such approach has been utilized in various sectors, such as the Bangko Sentral ng Pilipinas for financial products and services, this Department for telemedicine, and the Philippine Health Insurance Corporation for benefits and payments reforms, among others.

Consistent with the principles of ensuring ease of doing business and efficient government service delivery under Republic Act No. 11032, the aim to ensure public health and consumer safety under Republic Act Nos. 7394 and 9711, and the promotion of circular economy principles under Republic Act No. 11898, a regulatory sandbox approach for the improvement and implementation of refilling regulations is hereby adopted.

Hence, the proposed policy aims to establish the regulatory sandbox framework for the refilling activity of certain cosmetics and HUHS products, while accommodating varying levels of technological readiness of innovative refilling models; and to gather empirical data to inform the development of risk-proportionate regulations for refilling models.; Protection of human health or safety

	8.
	Relevant documents: 
· Republic Act (RA) No. 7394 as amended by RA No. 9711 and its Implementing Rules and Regulations (IRR): The Food and Drug Administration (FDA) Act of 2009
· RA No. 11032: Ease of Doing Business and Efficient Government Service Delivery Act of 2018
· RA No. 11898: Extended Producer Responsibility Act of 2022
· DOH AO No. 2024-0008: Guidelines on the Licensing of Establishments Engaged in Refilling Activity of Certain Cosmetics and Household/Urban Hazardous Substances (HUHS) Products
· DOH AO No. 2024-0015: Prescribing the Rules, Requirements, and Procedures in the Application for License to Operate of Covered Health Product Establishments with the Food and Drug Administration Repealing for the Purpose Administrative Order No. 2020-0017
· DOH AO No. 2019-0019: Reinstatement of Requirements of Licensing as Importers, Exporters, Manufacturers, Toll Manufacturers, Wholesalers, Distributors, Retailers, or Re-Packers of Those Engaged in Certain Household/Urban Hazardous Substances, and from the Requirement of Prior Registration and/or Notification of Said Products

	9.
	Proposed date of adoption: This Circular shall take effect fifteen (15) days after its publication in a newspaper of general circulation and upon filing with the University of the Philippines Office of the National Administrative Register.
Proposed date of entry into force: To be determined

	10.
	Provision of comments
Final date for comments: 31 July 2026
[ ] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
Mr. Neil P. Catajay
Director
Bureau of Philippine Standards
Department of Trade and Industry
3F Trade and Industry Building
361 Sen. Gil Puyat Avenue
Makati City
Philippines
1200
Tel: (632) 751 4700; (632) 7913128
Email: bps@dti.gov.ph
Website: http://www.bps.dti.gov.ph
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