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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
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.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 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): Implementing Guidelines of the World Health Organization (WHO) Collaborative Procedure on the Registration of Pharmaceutical Products Approved by Stringent Regulatory Authorities (SRAs); (9 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/2025/TBT/PHL/25_07968_00_e.pdf
https://members.wto.org/crnattachments/2025/TBT/PHL/25_07968_01_e.pdf
https://members.wto.org/crnattachments/2025/TBT/PHL/25_07968_02_e.pdf
https://members.wto.org/crnattachments/2025/TBT/PHL/25_07968_03_e.pdf
https://members.wto.org/crnattachments/2025/TBT/PHL/25_07968_04_e.pdf
https://members.wto.org/crnattachments/2025/TBT/PHL/25_07968_05_e.pdf
https://members.wto.org/crnattachments/2025/TBT/PHL/25_07968_06_e.pdf
https://members.wto.org/crnattachments/2025/TBT/PHL/25_07968_07_e.pdf
https://members.wto.org/crnattachments/2025/TBT/PHL/25_07968_08_e.pdf
https://members.wto.org/crnattachments/2025/TBT/PHL/25_07968_09_e.pdf
https://members.wto.org/crnattachments/2025/TBT/PHL/25_07968_10_e.pdf
https://www.fda.gov.ph/draft-for-comments-implementing-guidelines-of-the-world-health-organization-who-collaborative-procedure-on-the-registration-of-pharmaceutical-products-approved-by-stringent-regulatory-authorities/
Center for Drug Regulation and Research
Food and Drug Administration
DEPARTMENT OF HEALTH
Email: cdrr.od@fda.gov.ph, cdrr.sds@fda.gov.ph, bps@dti.gov.ph

	6.
	Description of content: The policy provides the guidelines for the implementation of the World Health Organization (WHO) Collaborative Registration Procedure (CRP) for pharmaceutical products approved by Stringent Regulatory Authorities (SRAs) in accordance with the WHO Technical Report Series (TRS) No. 1010, 2018 Annex 11.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Several countries, including the Philippines, face challenges in securing access to new drugs and essential medicines. These challenges often stem from limited regulatory resources, such as constraints in manpower, technical expertise, and infrastructure within national regulatory authorities. As a result, the evaluation and approval of pharmaceutical products may be delayed, hindering timely patient access to life-saving therapies. The growing complexity and volume of marketing authorization applications, combined with the rapid evolution of global standards for safety, efficacy, and quality, place an increasing burden on the agency's regulatory capacity, leading to prolonged registration timelines and reduced availability of high-priority medicines in the local market.
In response to these, the FDA has undertaken significant initiatives in recent years to modernize its review processes and strengthen its regulatory functions. These include the implementation of facilitated registration pathways such as abridged review, verification review, and collaborative procedure, as outlined in Administrative Order (AO) No. 2020-0045. These pathways reflect the agency's broader effort to adopt reliance practices and streamline the regulatory process without compromising standards.
Moreover, the proposed draft policy builds on the direction already set under AO No. 2024-0013, which promotes the adoption of reliance mechanisms as part of the FDA's regulatory strategy. By institutionalizing the WHO Collaborative Registration Procedure for products approved by Stringent Regulatory Authorities (SRAs), the FDA will be able to formalize its participation in this globally recognized initiative, thereby fulfilling its obligation to the WHO and reinforcing the country's alignment with international standards.
Despite the progress made, a formal and internationally harmonized mechanism is still needed to fully address resource constraints and improve regulatory efficiency. The adoption of WHO CRP-SRA offers a valuable opportunity to enhance the FDA's capacity by leveraging assessments already conducted by SRAs. By integrating this procedure, the FDA will not only expedite the registration of pharmaceutical products but also expand the country's existing reliance mechanisms, ultimately strengthening the regulatory system and improving public health outcomes.; Protection of human health or safety

	8.
	Relevant documents: 
· Republic Act (RA) No. 9711: "Food and Drug Administration (FDA) Act of 2009"
· AO No. 2020-0045: "Establishing Facilitated Registration Pathways for Drug Products, including Vaccines and Biologicals"
· 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: To be determined

	10.
	Provision of comments
Final date for comments: 21 November 2025
[ ] 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



 
 
 
image1.emf

