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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): Pharmaceutics (ICS code(s): 11.120)

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Enhanced Regulatory Support and Priority Processing Lanes for Licensing and Registration Applications Involving Locally Produced Pharmaceutical Products; (5 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_03900_00_e.pdf
https://www.fda.gov.ph/wp-content/uploads/2026/06/Draft-FDA-Circular-for-comments-1.pdf
Dr. Charmaine Ann M. Rabago
Officer-in-Charge, Director IV
Center for Drug Regulation and Research
Food and Drug Administration
DEPARTMENT OF HEALTH
Email: cdrr.od@fda.gov.ph, cdrr@fda.gov.ph, cdrr.sds@fda.gov.ph; BPS@dti.gov.ph
www.fda.gov.ph

	6.
	Description of content: The proposed administrative issuance establishes and provides the guidelines for enhanced regulatory support and priority processing lanes for eligible licensing and registration applications involving locally produced pharmaceutical products.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: The Philippine FDA intends to provide targeted regulatory mechanisms to support local pharmaceutical manufacturing, innovation, and capacity expansion. Existing frameworks apply largely uniform requirements to imported and locally manufactured products, without accounting for structural disadvantages faced by domestic producers. Although the Philippine Medicines Policy (PMP) 2022–2030 promotes self-sufficiency, operational regulatory tools remain limited. As a result, the sector remains heavily reliant on imports. While local manufacturers account for 72% of sales volume, multinational companies capture 52% of total market value, reflecting dominance in higher-value and patented products. Industry stakeholders have called for regulatory pathways that enable domestic firms to compete more effectively. Several options were assessed, including economic incentives, Green Lanes, priority lanes with reduced timelines, and enhanced regulatory support. The recommended approach combines priority processing lane with feasible timeline reduction and with enhanced regulatory support through introduction of pre-registration consultation mechanisms, directly addressing identified regulatory gaps.

	8.
	Relevant documents: 
· RA No. 3720, as amended by EO No. 175 s. 1987: "Foods, Drugs and Devices, and Cosmetics Act"
· RA No. 9711: "Food and Drug Administration (FDA) Act of 2009"
· Philippine Medicines Policy 2022-2030
· AO No. 2024-0013: "General Rules and Regulations on the Registration of Pharmaceutical Products and Active Pharmaceutical Ingredients Intended for Human Use"

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: Q4 2026

	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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