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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 (Article 3.2 and 7.2): 

	2.
	Agency responsible: 
FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH
Name and address (including telephone and fax numbers, email and website addresses, if available) of agency or authority designated to handle comments regarding the notification shall be indicated if different from above: 
Maria Cecilia C. Matienzo
Director IV
Center for Drug Regulation and Research Food and Drug Administration DEPARTMENT OF HEALTH
Email: cdrr.od@fda.gov.ph, cdrr.sds@fda.gov.ph
www.fda.gov.ph

	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 or CCCN where applicable, otherwise national tariff heading. ICS numbers may be provided in addition, where applicable): PHARMACEUTICAL PRODUCTS (HS code(s): 30); Pharmaceutics (ICS code(s): 11.120)

	5.
	Title, number of pages and language(s) of the notified document: Implementing Guidelines on the Registration of Chemical Pharmaceutical Products for Human Use Applied for Marketing Authorization in accordance with Administrative Order No. 2024-0013 "General Rules and Regulations on the Registration of Pharmaceutical Products and Active Pharmaceutical Ingredients Intended for Human Use"; (100 page(s), in English)

	6.
	Description of content: Republic Act (RA) No. 9711, otherwise known as the Food and Drug Administration (FDA) Act of 2009, mandated strengthening the FDA as the Philippines' national regulatory agency that shall safeguard public health by ensuring the safety, efficacy, and quality of pharmaceutical products. From this ground stands the continuous action of the agency in developing its systems that are vital in drug product regulation. Moreover, under RA No. 11032, also known as the Ease of Doing Business and Efficient Government Service Delivery Act of 2018, the FDA has inclined itself toward restructuring its procedures to promote efficiency in government service delivery and transparency. 
Consistent with these laws, Administrative Order (AO) No. 2024-0013, titled "General Rules and Regulations on the Registration of Pharmaceutical Products and Active Pharmaceutical Ingredients for Human Use" was issued. This Order outlines the guidelines for obtaining a Certificate of Product Registration (CPR) for pharmaceutical products, covering marketing authorization, DOH-Use-Only, and foreign donations. It updates the procedures established by AO No. 67 s. 1989, addressing gaps in registration and aligning regulations with current international standards, emphasizing the need to modernize the process for pharmaceutical product registration.
AO No. 2024-0013 embodies the different modern frameworks and strategies recommended for the effective evaluation and approval process relevant to reviewing the quality, safety, and efficacy of pharmaceutical products. These include the harmonized regulatory requirements among Association of Southeast Asian Nations (ASEAN) member states through the adoption of the ASEAN Common Technical Dossier (ACTD) and Common Technical Requirements (ACTR), the collaborative procedure for the accelerated registration of World Health Organization (WHO)-prequalified pharmaceutical products, ASEAN Joint Assessment Procedure, and the abridged and verification procedures for the facilitated registration pathways (FRPs).
As part of realizing the provisions set forth by AO No. 2024-0013, this Circular hereby provides the implementing guidelines including procedures, standards for evaluation, and requirements for registration applications for the marketing authorization of chemical pharmaceutical products for the guidance of all concerned stakeholders.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: This Circular aims to provide the specific guidelines, procedures, standards for evaluation, and requirements for the registration of chemical pharmaceutical products seeking marketing authorization from the FDA, in accordance with AO No. 2024-0013.; Protection of human health or safety

	8.
	Relevant documents: 
· Republic Act (RA) No. 9711: Food and Drug Administration (FDA) Act of 2009
· RA No. 11032: Ease of Doing Business and Efficient Government Service Delivery Act of 2018
· Administrative Order (AO) No. 2024-0013: General Rules and Regulations on the Registration of Pharmaceutical Products and Active Pharmaceutical Ingredients for Human Use

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: This Circular shall take effect fifteen (15) calendar days after publication in one (1) newspaper of general circulation and upon filing with the University of the Philippines, Office of the National Administrative Register (ONAR).

	10.
	Final date for comments: 21 March 2025

	11.
	Texts available from: National enquiry point [X] or address, telephone and fax numbers and email and website addresses, if available, of other body: 
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
(632) 7751 4700; (632) 7751 4706
Email: bps@dti.gov.ph http://www.bps.dti.gov.ph
https://www.fda.gov.ph/draft-for-comments-implementing-guidelines-on-the-registration-of-chemical-pharmaceutical-products-for-human-use-applied-for-marketing-authorization-in-accordance-with-administrative-order-no-2024/
https://members.wto.org/crnattachments/2025/TBT/PHL/25_01836_00_e.pdf
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