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• Establishment License

License to Operate as Retailer already 
mandatory based on

FDA Circular 2022-007:  Use of e-Services 
for Retailers (September 9, 2022) 

Reference Guidelines on Retailers:
FDA Circular No. 2021-021 – Guidelines (October 7, 2021)
FDA Advisory 2021-2634 – Pilot Implementation (Nov 2, 2021)



• Product Registration

Abridged Approval
FDA Circular 2022-002: (September 27, 

2022) 



• General Guidelines



• Procedural Guidelines





Variation:

• Center Memorandum 2015-001 dated 
January 14, 2015

• FDA Circular 2017-014 dated 15 
December 2017

Will be amended into minor and major variation:



Updates on In-vitro Diagnostic AO

This is already  forwarded to DOH for 
final review and approval of the 
Secretary of Health or the OIC





Type of 

Issuance
TITLE STATUS

AO

Adoption of the Post Marketing Alert System (PMAS) 

Requirements, Annex 5 of the ASEAN Medical Device 

Directive (AMDD)

Reendorsed to DOH for review/approva

FDA Circular

Banning of all Mercury-Containing Thermometers, 

Sphygmomanometers, Dental Amalgam Capsules and 

Liquid Mercury for Use in Dental Restorative Purposes

Approved as FDA Circular

AO

Rules and Regulations Governing the Issuance of an 

Authorization for an In-Vitro Diagnostic Medical Device 

(IVD) 

Endorsed to DOH for review/approval



Type of 

Issuance
TITLE STATUS

FDA 

Circular

Specific List of Registrable In Vitro Diagnostic Medical 

Devices (IVDs) and Revised Technical Requirements for 

Registration of COVID-19 Test Kits

The title was revised to "List of In Vitro Diagnostic 

Medical Devices (IVDs) that are Required to 

Undergo Performance Validation or Technical 

Review by FDA-Common Services 

Laboratory/National Reference Laboratory  Prior to 

FDA Registration This is for release for 

endorsement to LSCC and PPS for clearance once 

the proposed AO on IVD is approved

FDA 

Circular

Requirements for the Issuance of a Special Certification 

for Emerging New In Vitro Diagnostic Medical Devices 

Used for Detection and Diagnosis of SARS-CoV-2 Infection

For finalization of the draft policy

FDA 

Circular

Good Storage and Distribution Practices for Medical 

Devices

Proposed policy has been finalized; documents are 

being prepared for clearance of PPS and LSSC

AO

Revised Guidelines Governing the Issuance of an 

Authorization for a Medical Device based on the ASEAN 

Harmonized Technical Requirements

For revision of Draft AO to align the provisions with 

the AO on IVD; Undergoing RIA



Type of 

Issuance
TITLE STATUS

FDA 

Circular

Guidelines on the Labelling 

Requirements for Medical Devices in the 

Philippines

To be released as FDA Circular. Will await the approval of 

the Revised Guidelines Governing the Issuance of an 

Authorization for a Medical device based on the ASEAN 

Harmonized Technical Requirements Repealing AO No. 

2018-0002 

AO

Guidelines on the Conduct of Clinical 

Investigation of Medical Devices for 

Human Subjects in the Philippines

Final draft is for review within CDRRHR






